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DEPARTMENT  OF  HEALTH, 
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Public  Health  Service 
[  42  CFR  Part  110  ] 

HEALTH  MAINTENANCE  ORGANIZATIONS 
Proposed  Rulemaking 

Notice  is  hereby  given  that  the  Assist¬ 
ant  Secretary  for  Health  of  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare, 
with  the  approval  of  the  Secretary  of 
Health,  Education,  and  Welfare,  pro¬ 
poses  to  establish  a  new  subchapter  J  of 
Title. 42,  Code  of  Federal  Regulations, 
entitled  “Health  Care  Delivery  Systems”, 
and  to  issue  within  such  subchapter  a 
new  Part  110,  entitled  “Health  Mainte¬ 
nance  Organizations”. 

The  purpose  of  the  proposed  Part  llO' 
is  to  implement  the  provisions  of  The 
Health  Maintenance  Organization  Act  of 
1973,  Public  Law  93-222,  42  U.S.C.  300e 
et  seq.  Section  2  of  this  Act  adds  a  new 
Title  xm  to  the  Public  Health  Service 
Act.  This  set  of  proposed  regulations  is 
designed  to  permit  the  Secretary  to  pro¬ 
vide  financial  assistance  to  entities  eligi¬ 
ble  for  such  assistance  under  sections 
1303,  1304,  and  1305  of  the  PubUc  Health 
Service  Act.  Included  are  subparts  setting 
forth  the  requirements  for  a  health 
maintenance  organization,  general  pro¬ 
visions  regarding  Federal  financial  as¬ 
sistance,  specific  provisions  relating  to 
assistance  for  feasibility  sxirveys,  plan¬ 
ning  and  initial  development  projects, 
and  operating  costs.  Also  included  is  a 
subpart  dealing  with  the  effect  of  certain 
restrictive  State  laws  and  practices  which 
prevent  an  entity  from  doing  business  as 
a  health  maintenance  organization. 

It  is  expected  that  a  second  Notice  of 
Prc^posed  Rulemaking  will  be  published 
soon.  This  latter  publication  will  include 
regulations  implementing  sections  1310 
(“Employees’  health  benefits  plans”)  and 
1312  (“Continued  regulation  of  health 
maintenance  organizations”)  of  the  Pub¬ 
lic  Health  Service  Act.  Section  1310 
Imposes  on  certain  employers  the  require¬ 
ment  that  they  include  in  any  health 
benefits  plan  offered  to  their  employees 
the  option  of  membership  in  qualified 
health  maintenance  organizations.  Sec¬ 
tion  1312  deals  with  the  continued  regu¬ 
lation  by  the  Secretary  of  health  main¬ 
tenance  organizations. 

The  proposed  regulations  appended 
below  are  summarized  as  follows: 

Subpart  A.  This  sul^>art  is  based  on 
the  statutory  definition  of  a  health 
maintenance  organization,  found  in  sec¬ 
tion  1301  of  the  Public  Health  Service 
Act.  Section  1301(b)  describes  the  man¬ 
ner  in  which  basic  and  supplemental 
health  services  must  be  provided  to 
members,  while  section  1301(c)  imposes 
certain  requirements  with  respect  to  the 
organization  and  operation  of  the  health 
maintenance  organization.  These  pro¬ 
posed  regulations  also  include  the  defini¬ 
tions  of  section  1302.  With  respect  to 
determinations  of  priorities  in  funding, 
giiidelines  will  explain  the  manner  in 
which  the  criteria  for  identification  of 
medically  underserved  areas  will  be 
employed. 


Subpart  B.  This  subpart  contains  the 
general  provisions  and  requirements  with 
respect  to  the  Federal  financial  assistance 
authorized  by  the  Health  Maintenance 
Organization  Act  of  1973. 

Subpart  C.  This  subpart  describes  the 
assistance  authorized  by  section  1303,  for 
feasibility  surveys,  and  describes  the  ap¬ 
plication  requirements  and  project  ele¬ 
ments  for  such  assistance. 

Subpart  D.  Subpart  D  describes  the 
assistance  authorized  by  section  1304,  for 
projects  for  planning  and  initial  develop¬ 
ment  of  health  maintenance  organiza¬ 
tions.  It  sets  forth  application  require¬ 
ments  and  project  elements  for  such  as¬ 
sistance. 

Subpart  E.  This  subpart  is  based  on 
section  1305,  which  authorizes  the  Secre¬ 
tary  to  make  loans  and  loan  guarantees 
to  assist  health  maintenance  organiza¬ 
tions  in  meeting  certain  operating  costs 
during  their  first  thirty-six  months  of 
operation  or  such  costs  during  the  first 
thirty-six  months  following  their  ex¬ 
pansion. 

Subpart  G.  Subpart  G  is  based  on  sec¬ 
tion  1311  of  the  Public  Health  Service 
Act,  “Restrictive  State  Laws  and  Prac¬ 
tices”. 

Interested  persons  are  invited  to  sub¬ 
mit  written  comments,  suggestions,  or 
objections  regarding  the  proposed  new 
42  CFR  Part  110  to  the  Director,  Bureau 
of  Community  Health  Services,  Parklawn 
Building,  5600  Fishers  Lane,  Rockville, 
Md.  20852,  on  or  before  June  7,  1974. 
Comments  will  be  available  for  public 
inspection  at  Room  13-07,  Parklawn 
Building,  between  the  hours  of  8:30  a.m. 
and  5:00  p.m.  Monday  through  Friday. 

It  is  therefore  proposed  to  establish  a 
new  Subchapter  J  for  Title  42,  Code  of 
Federal  Regulations,  and  to  issue  within 
it  a  new  Part  110,  as  set  forth  below. 

Dated:  May  2, 1974. 

CTharles  C.  Edwards, 
Assistant  Secretary  of  Health. 
Approved:  May  2, 1974. 

Caspar  W.  Weinberger, 

Secretary. 

PART  110— HEALTH  MAINTENANCE 
ORGANIZATIONS 

Subpart  A — Requirements  for  a  Health 
Maintenance  Organization 

Sec. 

110.101  Definitions. 

110.102  Delivery  of  health  services. 

110.103  Payment  for  basic  health  services. 

110.104  Payment  for  supplemental  health 

services. 

110.105  Providers  of  services. 

110.106  Availability,  accessibility  and  con¬ 

tinuity  of  basic  and  supplemented 
health  services. 

110.107  Organization  and  (^ration. 

110.108  Health  benefits  plan:  basic  health 

services. 

110.109  Health  benefits  plan:  supplemental 

health  services. 

Subpart  B — Federal  Finartcial  Assistance: 
General 

1101201  AppllcabUlty. 

110.202  Definitions. 

110.203  Application  requirements. 

110.204  314(b)  or  314(a)  agency  review  and 

comments. 

110.205  Records,  reports,  inspection  and 

audit. 


Sec. 

110.206  Additional  conditions. 

110.207  Nondiscrimination. 

110.208  Inventions  or  discoveries. 

1101209  Publications  and  cc^yrlght. 

110.210  Confidentiality. 

110.211  Applicability  of  46  CFR  Part  74. 

110.212  Use  of  funds. 

Subpart  C — Grants  and  Contracts  for  Feasibility 
Surveys 

110.301  Applicability. 

110.302  Eligibility. 

110.303  Project  elements. 

110.304  Evaluation  and  award. 

110.305  Funding  duration  and  limitation. 

Subpart  D — Grants,  Contracts,  and  Loan  Guaran¬ 
tees  for  Planning  and  for  Initial  Development 
Costs 

110.401  AK>llcablUty. 

110.402  EllglbUlty. 

110.403  Project  elements  for  planning. 

110.404  Project  elements  for  initial  develop¬ 

ment. 

110.405  Funding  duration  and  limitation. 

110.406  Evaluation  and  award. 

110.407  Loan  provisions. 

Subpart  E — Loans  and  Loan  Guarantees  for  Initial 
Operation  Costs 

110.501  Appllcalbillty. 

110.502  Definitions. 

110.503  EllglbUlty. 

110.504  Project  elements. 

110.505  Reserve  requirements. 

110.506  Evaluation  and  award. 

110.507  Funding  duration  and  limitation. 
110.608  Loan  provisions. 

Subpart  F — Employees'  Health  Benefits  Plans 

(Reserved] 

Subpart  G — Restrictive  State  Laws  and  Practices 

110.701  Restrictive  laws  and  practices. 

Subpart  H — Continued  Regulation  of  Health 
Maintenance  Organizations 

(Reserved] 

Authoritt:  Sec.  216,  58  Stat.  690,  42  U.S.C. 
216;  secs.  1301-1315,  87  Stat.  914-933  (42 
U.S.C.  300e-300e-14) . 

Subpart  A — Requirements  for  a  Health 
Maintenance  Organization 

§110.101  Definitions. 

As  used  In  this  Part  110: 

(a)  “Health  maintenance  organiza- 
tifMi”  means  a  legal  entity  which  pro¬ 
vides  basic  and  supplemental  health 
services  to  its  members  in  the  manner 
prescribed,  is  organized  and  <^erated  in 
the  manner  prescribed,  and  otherwise 
meets  the  requirements  of  section  1301 
of  the  Act  and  the  regulations  under  this 
subpart. 

(b)  “Basic  health  services”  means; 

(1)  Physicians  services  (Including 
consultant  and  referral  services  by  a 
phs^ician) ; 

(2)  Inpatient  and  outpvatient  hospital 
services; 

(3)  Medically  necessary  emergency 
health  services; 

(4)  Short-term  (not  to  exceed  twenty 
visits),  outpatient  evaluative  and  crisis 
intervention  mental  health  services; 

(5)  Medical  treatment  end  referral 
services  (including  referral  services  to 
appropriate  ancillary  services)  for  the 
abuse  of  or  addiction  to  alcohol  end 
drugs; 

(6)  Dtagnoetlc  laboratory  and  di¬ 
agnostic  and  therapeutic  radiologic 
services; 

(7)  Home  health  services;  and 
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(8)  Preventive  health  services  (includ¬ 
ing  voluntary  family  planning  services, 
infertility  services,  preventive  dental 
care  for  children,  and  children’s  eye  ex¬ 
aminations  conducted  to  determine  the 
need  for  vision  correction) . 

(c)  “Supplemental  health  services” 
means: 

(1)  Services  of  facilities  for  intermedi¬ 
ate  and  long-term  care; 

(2)  Vision  care  not  included  as  a  basic 
health  service; 

(3)  Dental  services  not  included  as  a 
basic  health  service; 

(4)  Mental  health  services  not  included 
as  a  basic  health  service; 

(5)  Long-term  physical  medicine  and 
rehabilitative  services  (including  physi¬ 
cal  therapy) ;  and 

(6)  The  provision  of  prescription  drugs 
prescribed  in  the  delivery  of  a  basic 
health  service  or  a  supplemental  health 
service  provided  by  the  health  mainte¬ 
nance  organization. 

(d)  “Member”  means  an  individual 
who  has  entered  into  a  contractual  ar¬ 
rangement,  or  on  whose  behalf  a  con¬ 
tractual  arrangement  has  been  entered 
into,  with  the  organization  imder  which 
the  organization  assiunes  the  responsibil¬ 
ity  for  the  provision  to  such  individual 
of  basic  health  services  and  of  such  sup¬ 
plemental  health  services  as  may  be  con¬ 
tracted  for. 

(e)  “Medical  group”  means  a  partner¬ 
ship,  association,  or  other  group — 

( 1 )  Which  is  composed  of  health  pro¬ 
fessionals  licensed  to  practice  medicine 
or  osteopathy  and  of  such  other  licensed 
health  professionals  (including  dentists, 
optometrists,  and  podiatrists)  as  are  nec¬ 
essary  for  the  provision  of  health  serv¬ 
ices  for  which  the  group  is  responsible; 

(2)  A  majority  of  the  members  of 
which  are  licensed  to  practice  medicine 
or  osteopathy;  and 

(3)  The  members  of  which 

(i)  As  their  principal  (over  50  per¬ 
cent)  professional  activity  and  as  a  group 
responsibility  engage  in  the  coordinated 
practice  of  their  profession  for  a  health 
maintenance  organization  or  which 
group  presents  a  time  phased  plan,  not 
to  exceed  three  years,  to  meet  this  re¬ 
quirement  to  which  they  are  committed 
which  is  acceptable  to  the  Secretary; 

<ii)  Pool  their  income  from  practice 
as  members  of  the  group  and  distribute 
it  among  themselves  according  to  a  pre¬ 
arranged  salary  or  drawing  account  or 
other  plan; 

(ill)  Share  medical  and  other  records 
and  substantial  portions  of  major  equip¬ 
ment  and  of  professional,  technical,  and 
administrative  staff ; 

(iv)  Utilize  such  additional  professional 
p>ersonnel,  allied  health  professions  p)er- 
sonnel,  and  other  health  p)ersonnel  as  are 
available  and  appropriate  for  the  effec¬ 
tive  and  efficient  delivery  of  the  services 
of  the  members  of  the  group;  and 

(v)  Arrange  for  and  encourage  contin¬ 
uing  education  in  the  field  of  clinical 
medicine  and  related  areas  for  the  mem¬ 
bers  of  the  group. 

(f)  “Individual  practice  association” 
means  a  partnership,  corporaticm,  as¬ 
sociation,  or  other  legal  «itity  which  has 


as  its  primary  objective  the  delivery  or 
arrangements  for  the  delivery  of  h^th 
services  and  which  has  entered  Into  a 
written  services  arrangement  or  arrange¬ 
ments  with  persons  who  are  licensed  to 
practice  medicine,  osteopathy,  dentistry, 
podiatry,  optometry,  or  other  health  pro¬ 
fession  in  a  State  and  a  majority  of 
whom  are  licensed  to  practice  medicine 
or  osteopathy.  Such  written  services  ar¬ 
rangement  shall  provide: 

(1)  That  such  persons  shall  provide 
their  professional  services  in  accordance 
with  a  compensation  arrangement  estab¬ 
lished  by  the  entity;  and 

(2)  To  the  extent  feasible 

(i)  That  such  persons  shall  utilize  such 
additional  professional  personnel,  allied 
health  professions  personnel,  and  other 
health  personnel  as  are  available  and  ap¬ 
propriate  for  the  effective  and  efficient 
delivery  of  the  services  of  the  persons 
who  are  parties  to  the  arrangement; 

(ii)  For  the  sharing  by  such  persons 
of  medical  and  other  records,  equipment, 
and  professional,  technical,  and  admin¬ 
istrative  staff;  and 

(iii)  For  the  arrangement  and  en¬ 
couragement  of  the  continuing  educa¬ 
tion  of  such  persons  in  the  field  of  clin¬ 
ical  medicine  and  related  areas, 

(g)  “Medically  underserved  popula¬ 
tion”  means  the  population  of  an  virban 
or  rural  area  designated  by  the  Secretary 
as  an  area  with  a  shortage  of  personal 
health  services.  The  Secretary  shall  make 
such  a  designation  only  after  considera¬ 
tion  of  the  following  factors  with  respect 
to  such  urban  or  rural  area: 

(1)  Percentage  of  the  population  with 
family  incomes  below  the  poverty  level, 
according  to  the  latest  U.S.  Census  data, 
for  both  (A)  the  identified  area  and  (B) 
the  total  proposed  health  maintenance 
organization  service  area; 

(2)  Percentage  of  the  population 
which  is  age  65  or  over,  according  to  the 
latest  U.S.  Census  data,  for  both  (A)  the 
identified  area  and  (B)  the  total  pro¬ 
posed  health  maintenance  organization 
service  area: 

(3)  Infant  mortality  rate  according  to 
local  vital  statistics  data  for  both  (A)  the 
identified  area  and  (B)  the  total  pro¬ 
posed  health  maintenance  organization 
service  area,  to  the  best  available  ap¬ 
proximation;  and 

(4)  Number  of  primary  care  physicians 
(doctors  of  medicine  and  doctors  of 
osteopathy)  in  general  or  family  prac¬ 
tice,  internal  medicine,  p>ediatrics,  ob¬ 
stetrics  and  gynecology,  or  general  sur¬ 
gery,  in  relation  to  the  popxilation  of  the 
total  proposed  health  maintenance 
organization  service  area. 

(h)  “Community  rating  system” 
means  a  system  of  fixing  rates  of  pay¬ 
ments  for  health  services.  Under  such 
a  system  rates  of  payments  may  be  de¬ 
termined  on  a  per-person  or  per-family 
basis  and  may  vary  with  the  number  of 
persons  in  a  family,  but  except  as  other¬ 
wise  authorized  in  the  next  sentence, 
such  rates  must  be  equivalent  for  all  in¬ 
dividuals  and  for  all  families  of  similar 
c(xnposition.  Only  the  following  differ¬ 
entials  in  rates  of  payments  may  be 
established  imder  such  system: 


(1)  Nominal  differentials  in  such  rates 
may  be  established  to  refiect  the  differ¬ 
ent  administrative  costs  of  collecting 
payments  from  the  following  categories 
of  members: 

(1)  Individual  members  (including 
their  families) , 

(ii)  Small  groups  of  members  (100 
members  or  less) , 

(iii)  Large  groups  of  members  (over 
100  members),  upon  demonstration  to 
the  Secretary  that  such  differentials  are 
based  upon  actual  costs  of  collecting 
payments  or  upon  projected  costs  which 
the  Secretary  finds  to  be  reasonably 
sound  estimates. 

(2)  Differentials  in  such  rates  may  be 
established  for  members  enrolled  in  a 
health  maintenance  organization  pur¬ 
suant  to  a  contract  with  a  governmental 
authority  under  section  1079  (“Contracts 
for  Medical  Care  for  Spouses  and  Chil¬ 
dren:  Plans”)  or  section  1086  (“Con¬ 
tracts  for  Health  Benefits  for  Certain 
Members,  Former  Members  and  their 
Dependents”)  of  Title  10  (“Armed 
Forces”),  United  States  Code,  or  under 
any  other  governmental  program  (other 
than  the  health  benefits  program  au¬ 
thorized  by  chapter  89  (“Health  Insur¬ 
ance”)  ,  of  Title  5  (“Government  Organi¬ 
zation  and  Employees”),  United  States 
Code) ,  or  under  any  health  benefits  pro¬ 
gram  for  employees  of  States,  political 
subdivisions  of  States,  and  other  public 
entities.  Any  differentials  established 
under  this  subparagraph  must  be  ap¬ 
proved  by  the  Secretary. 

(3)  A  health  maintenance  organiza¬ 
tion  may  establish  a  separate  community 
rate  for  separate  regional  components 
of  the  organization  upon  satisfactory 
demonstration  to  the  Secretary  of  the 
following: 

(i)  Each  such  regional  component  is 
geographically  distinct  and  separate 
from  any  other  regional  component; 

(ii)  Membership  is  established  with 
respect  to  the  individual  regional  com¬ 
ponent,  rather  than  with  respect  to  the 
parent  health  maintenance  organiza¬ 
tion  ;  and 

(iii)  Each  such  regional  component 
provides  substantially  the  full  range  of 
basic  health  services  to  its  members, 
without  extensive  referral  between  com¬ 
ponents  of  the  organization  for  such 
services,  and  without  substantial  utili¬ 
zation  by  any  two  such  components  of 
the  same  health  care  facilities.  ITie  sepa¬ 
rate  community  rate  for  each  such  re¬ 
gional  component  of  the  health  main¬ 
tenance  organization  must  be  based  on 
the  different  costs  of  providing  health 
services  in  such  regions.  Such  differen¬ 
tials  must  be  approved  by  the  Secretary. 

(i)  “Nonmetropolitan  area”  means  an 
area  no  part  of  which  is  within  an  area 
designated  as  a  standard  metropolitan 
statistical  area  by  the  Office  of  Manage¬ 
ment  and  Budget  and  which  does  not 
contain  a  city  whose  population  exceeds 
fifty  thousand  individuals. 

(j)  “Rural  area”  means  any  area  not 
listed  as  a  place  having  a  population  of 
2,500  or  more  in  Document  #PC(1)-A, 
“Number  of  Inhabitants”,  Table  VI. 
“Population  of  Places”,  and  not  listed  as 
an  urbanized  su%a  in  Table  XI,  “Popula- 
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tlon  of  Urbanized  Areas”  of  the  same 
document  (1970  Census,  Bureau  of  the 
Censxis,  UJ3.  Department  of  Commerce) . 

(k)  “Non-Pederal  lender”  means  any 
lender  other  than  an  agency  or  instru* 
mentality  of  the  United  States. 

(l)  “Act”  means  the  Public  Health 
Service  Act. 

(m)  "Secretary”  means  the  Secre¬ 
tary  of  Health,  iklucation,  and  Welfare 
and  any  other  ofiBcer  or  employee  of  the 
Department  of  Health,  Education,  and 
Welfare  to  whom  the  authority  involved 
has  been  delegated. 

§110.102  Delivery  of  health  »er\  ices. 

A  health  maintenance  organization 
shall: 

(a)  Provide  basic  and  supplemental 
health  services  to  its  members  without 
limitation  as  to  time  or  cost  other  than 
prescribed  in  the  Act  and  these  regula¬ 
tions  ;  and 

(b)  Meet  the  requirements  set  forth 
in  these  regulations:  Provided,  that  an 
entity  which  otherwise  may  be  consid¬ 
ered  a  health  maintenance  organization 
under  these  regulations  may  be  consid¬ 
ered  a  health  maintenance  organization 
if,  with  respect  to  its  members  who  are 
entitled  to  benefits  imder  Title  XVllI 
or  Title  XIX  of  the  Social  Security  Act, 
(1)  it  does  not  furnish  health  services 
for  which  it  may  not  be  compensated 
imder  Title  XvlH  or  XIX,  and  (2)  It 
does  not  fix  pajments  under  a  commun¬ 
ity  rating  system,  and  (3)  it  does  not 
assmne  full  financial  risk  on  a  prosr>ec- 
tive  basis  for  the  provision  to  such  mem¬ 
bers  of  basic  and  supplemental  health 
services  with  respect  to  which  it  is  not 
required  to  assume  imder  the  Medicare 
program  or  a  Medicaid  contract  such 
financial  risk. 

§  110.103  Payment  for  ba»ic  health 
services. 

Each  health  maintenance  organiza¬ 
tion  shall  provide  each  member  basic 
health  services  for  a  basic  health  services 
payment  which — 

(a)  Is  to  be  paid  on  a  periodic  basis 
without  regard  to  the  dates  such  health 
services  are  provided; 

(b)  Is  fixed  without  regard  to  the  fre¬ 
quency,  extent,  or  kind  of  such  health 
services  actually  furnished; 

(c)  Is  fixed  under  a  community  rating 
system;  and 

(d)  May  be  supplemented  by  addi¬ 
tional  nominal  copayments  which  may 
be  required  for  the  provision  of  specific 
basic  health  services.  Each  health  main¬ 
tenance  organization  may  establish  one 
or  more  cc^yment  options,  calculated 
on  the  basis  of  a  single  community  rated 
premium.  Every  copayment  option  so 
established  shall  be  offered  to  each  mem¬ 
ber,  whenever  enrolled  Individually  or 
in  the  case  of  a  voluntary  association 
to  that  association:  Provided,  That  (1) 
the  copayments  charged  by  the  health 
maintenance  organization  shall  not  ex¬ 
ceed  50  percent  of  the  total  cost  of  pro¬ 
viding  any  single  service  to  its  members, 
nor  in  the  aggregate  more  than  20  per¬ 
cent  of  the  total  cost  of  providing  all 
basic  health  services,  (2)  no  copayment 


may  be  imposed  on  any  Individual  or 
fai]^y  in  any  calendar  year,  when  the 
copayments  made  by  such  individual  or 
family  in  such  calendar  year  total  50 
percent  of  the  total  annual  premium 
cost  which  such  Individual  or  family 
would  be  required  to  pay  if  he  or  it  were 
enrolled  imder  an  option  with  no  copay- 
moits,  and  (3)  in  no  event  shall  copay¬ 
ments  be  reqiiired  where  or  in  such  a 
manner  that  they  serve  as  a  barrier  to 
the  utilization  of  health  services  or  mem¬ 
bership  in  the  organization. 

§  110.104  Payment  for  supplemental 
health  services. 

(a)  A  health  maintenance  organiza¬ 
tion  may  require  supplemental  health 
services  payments,  in  addition  to  the 
basic  health  services  payments,  for  the 
provision  of  each  health  service  included 
in  the  supplemental  health  services  set 
forth  in  S  110.109,  for  which  the  required 
health  manpower  are  locally  available, 
and  for  which  members  have  contracted. 

(b)  Supplemental  health  services  pay¬ 
ments  may  be  made  in  any  agreed  upon 
manner,  such  as  prepa3rment,  or  fee-for- 
servlce.  Supplemental  health  services 
payments  which  are  fixed  on  a  prepay¬ 
ment  basis,  however,  shall  be  fixed  under 
a  community  rating  system. 

(c)  Each  health  maintenance  organi¬ 
zation  shall  adopt  a  policy  to  collect 
pa3unent  for  services  rendered  from  third 
parties  legally  liable  to  pay  therefor. 

§  110.105  Providers  of  services. 

(a)  Basic  health  services  shall  be  pro¬ 
vided  through  health  professionals  who 
are  members  of  the  staff  of  the  health 
maintenance  organization  or  through 
medical  groups  or  individual  practice  as¬ 
sociations,  unless 

(1)  The  services  are  xmusual  or  infre¬ 
quently  used;  or 

(2)  It  was  medically  necessary,  and 
not  for  reasons  of  convenience,  that  the 
service  be  provided  to  a  meml^r  before 
he  could  have  it  provided  by  such  a 
health  professional. 

(b)  purposes  of  paragraph  (a)  (1) 
of  this  section,  imusual  or  Infrequently 
used  basic  health  services  are  those  serv¬ 
ices  which  do  not  warrant  provision 
through  staff  of  the  health  maintenance 
organization,  a  medical  group,  and/or 
an  individual  practice  association  as 
demonstrated  by  the  health  maintenance 
organization  to  the  satisfaction  of  the 
Secretary.  The  provision  of  such  services 
not  provided  through  the  staff  of  a 
health  maintenance  organization  or 
through  a  medical  group  or  an  individ¬ 
ual  practice  association  shall  be  ar¬ 
ranged  for  by  the  health  maintenance 
organization  with  other  providers  in  the 
area.  If  a  health  maintenance  organiza- 
ti(m  arranges  for  the  provision  of  basic 
health  services  through  medical  groups 
or  Individual  practice  associations,  such 
arrangements  shall  be  in  the  form  of 
a  written  services  arrangement  which 
shall  include  provisions  which  impose 
on  such  groups  or  associations  effective 
incentives  such  as  risk-sharing  and 
profit-sharing,  designed  to  avoid  imnec- 
essary  or  undiily  costly  utilization  of 
health  services. 


(c)  Health  professionals,  for  the  pur¬ 
poses  of  the  previous  paragraph,  means 
physicians,  dentists,  nurses,  podiatrists, 
optometrists,  and  other  professionals 
engaged  in  the  delivery  of  health  serv¬ 
ices  who  are  licensed,  practice  under  an 
institutional  license,  are  certified,  or 
practice  \mder  authority  of  the  health 
maintenance  organization,  a  medical 
group,  individual  practice  association,  or 
otha:  authority  consistent  with  State 
law. 

(d)  Each  health  maintenance  orga¬ 
nization  shall  provide  or  arrange  for  the 
provision  of  basic  health  s^wlces,  or  re¬ 
imburse  its  members  for  the  pa3mient  of 
such  services  in  cases  of  medical  neces¬ 
sity  when  such  services  are  obtained 
either  in-area  or  out-of-area  from  other 
providers  when  enrollees  are  unable  to 
obtain  such  services  either  from  the 
health  maintenance  organization  in 
which  they  are  enrolled,  or  from  other 
providers  through  arrangements  made 
by  the  health  maintenance  organzation. 
Each  health  maintenance  organization 
shall  adopt  procedures  to  review  promptly 
all  claims  for  reimbursement  for  the  pro¬ 
vision  of  basic  health  services,  which 
procedures  shall  Include  the  designation 
of  a  physician  to  determine  the  medical 
necessity  for  obtaining  such  Services. 

§  110.106  Availability,  accessibility  and 
continuity  of  basic  and  supplemental 
health  services. 

Within  the  area  served  by  the  health 
maintenance  organization,  basic  health 
services  and  the  supplemental  health 
services  for  which  members  have  con¬ 
tracted  shall: 

(a)  Be  available  and  accessible  to  each 
of  its  members  promptly,  with  respect 
to: 

(1)  Its  geographic  location,  hours  of 
operation,  and  provisions  for  after-hours 
services;  and 

(2)  StafiBng  patterns  within  generally 
accepted  norms  for  meeting  the  projected 
membership  needs; 

(b)  Be  provided  in  a  manner  which 
assures  continuity,  which  will  include, 
but  not  be  limited  to : 

(1)  Provision  of  a  physician  who  is 
primarily  responsible  for  providing  for 
and  overseeing  the  member’s  overall 
health  care  needs; 

(2)  Development  of  a  medical  record¬ 
keeping  syst^  through  which  all  perti¬ 
nent  Information  relating  to  the  medical 
management  of  the  patient  is  accumu¬ 
lated  and  is  readily  available  to  appro¬ 
priate  professionals;  and 

(3)  When  medically  necessary,  be 
available  and  accessible  24  hours  a  day 
and  7  days  a  week. 

§  110.107  Organization  and  operation. 

Each  health  maintenance  organization 
shall — 

(a)  Have  a  fiscally  sound  operation, 
which  will  Include  adequate  provision 
against  the  risk  of  insolvency; 

(b)  Assure  continuation  of  benefits 
for  the  duration  of  the  contract  period 
for  which  payment  continues  to  be  made, 
including  provisions  for  payments  to  un- 
afflllated  providers  for  services  rendered, 
and  assume  full  financial  risk  on  a  pros- 
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pective  basis  for  the  provision  of  basic 
health  services,  except  that  a  health 
maintenance  organization  may  obtain 
insurance  or  make  other  arrangements: 

(1)  For  the  cost  of  providing  to  any 
member  basic  health  services  the  aggre¬ 
gate  value  of  which  exceeds  $5,000  in 
any  year; 

(2)  For  the  cost  of  basic  health  serv¬ 
ices  provided  to  its  members  other  than 
through  the  organization  because  medi¬ 
cal  necessity  required  their  provision  be¬ 
fore  they  could  be  secured  through  the 
organization;  and 

<3)  For  not  more  than  90  percent  of 
the  amount  by  which  its  costs  for  any 
of  its  fiscal  years  exceed  115  percent  of 
its  income  for  such  fiscal  year; 

(c)  After  full  and  fair  disclosure  of 
benefits,  coverage,  rates,  location,  and 
hours  of  service,  enroll  persons  who  are 
broadly  representative  of  the  various  age, 
social,  and  income  groupts  within  the 
area  it  serves  except  that  in  the  case  of 
a  health  maintenance  organization 
which  has  a  medically  underserved  pop¬ 
ulation  located  (in  whole  or  in  part)  in 
the  area  it  serves,  not  more  than  75  per¬ 
cent  of  the  members  of  that  organization 
may  be  enrolled  from  the  medically 
imderserved  population  iinless  the  area 
in  which  such  p(H>ulation  resides  is  also 
a  rural  area:  Provided,  That  in  no  event 
shall  more  than  50  percent  of  the  en¬ 
rolled  pxHJUlation  be  composed  of  indi¬ 
viduals  receiving  medical  benefits  under 
either  Titles  XVm  or  XIX  of  the  Social 
Security  Act  unless  for  good  cause  shown 
the  Secretary  waives  such  requirement. 

(d)  Have  €m  open  enrollment  period  of 
not  less  than  thirty  days  at  least  once 
during  each  consecutive  twelve-month 
period  diulng  which  enrollment  period 
it  accepts,  up  to  its  capacity,  individuals 
in  the  order  in  which  they  apply  for  en¬ 
rollment  and  without  regard  to  their 
health  status  or  their  requirements  for 
health  services,  except  that  if  the  organi¬ 
zation  demonstrates  to  the  satisfaction  of 
the  Secretary  that — 

(1)  It  has  enrolled,  or  would  be  com¬ 
pelled  to  enroll,  a  disproportionate  num¬ 
ber  of  individuals  who  would  be  likely  to 
utilize  its  services  more  often  than  an 
actuarially  determined  average  of  the 
utilization  of  services  by  current  en- 
rollees  and  that  enrollment  during  an 
open  enrollment  period  of  an  additional 
number  of  such  individuals  would  jeop¬ 
ardize  its  economic  viability,  or 

(2)  If  it  maintained  an  open  enroll¬ 
ment  period  it  wovild  not  be  able  to  com¬ 
ply  with  the  requirements  of  paragraph 
(c)  of  this  section,  or 

(3)  It  would  be  compelled  to  enroll  a 
number  of  individuals  which  would  ex¬ 
ceed  its  capacity,  based  upon  a  reason¬ 
able  projection  of  new  enrollments  un¬ 
der  existing  group  contracts,  the  Secre¬ 
tary,  at  the  request  of  the  organization, 
may  waive  compliance  with  the  open 
em’Ollment  requirement  of  this  para¬ 
graph  for  not  more  than  twelve  months: 
Provided,  That  the  Secretary  may  pro¬ 
vide  additional  such  waivers  to  that  or¬ 
ganization  if  the  organization  submits  a 
separate,  satisfactory  request  and  justi¬ 
fication  for  each  such  waiver; 


(e)  In  order  to  obtain  a  waiver  of  the 
annual  open  enrollment  period  required 
in  paragraph  (d)  of  this  section, 

(1)  Submit  a  plan  to  (1)  compute  on 
a  prospective  basis  an  actuarially  deter¬ 
mined  average  of  the  utilization  of  serv¬ 
ices  by  current  and/or  potential  enrol- 
lees,  and  (ii)  collect  data  from  potential 
entrollees  and  project  patterns  of  utili¬ 
zation  and  costs  in  order  to  determine  if 
open  enrollment  would  jeopardize  the 
economic  viability  of  the  organization; 

(2)  Indicate,  upon  the  basis  of  reason¬ 
able  estimates,  that  an  open  enrollment 
period  would  result  in  enrolling  more 
than  50  percent  Title  XVin  and  Title 
XIX  beneficiaries,  in  violation  of  para¬ 
graph  (c)  of  this  section  or 

(3)  Indicate,  upon  the  basis  of  reason¬ 
able  estimates,  that  an  open  enrollment 
period  would  result  in  the  enrollment  of 
more  members  than  could  be  served 
within  the  capacity  of  the  organization, 
considering  the  new  enrollment  antici¬ 
pated  imder  existing  group  contracts; 
and 

(4)  Provide  an  assurance  that  an  wai- 
waiver  granted  on  the  basis  of  the  oc¬ 
currence  of  certain  conditions  will  not 
be  utilized  unless  and  until  such  condi¬ 
tions  actually  occur; 

(f )  Not  expel  or  refuse  to  re-enroll  any 
member  because  of  his  health  status  or 
his  requirements  for  health  services; 

(g)  Be  organized  in  such  a  manner  that 
assures  that: 

(1)  No  later  than  six  months  after  the 
health  maintenance  organization  be¬ 
comes  operational,  at  least  one-third  of 
the  membership  of  the  Board  of  Direc¬ 
tors  or  other  policy-making  body  of  the 
health  maintenance  organization  will  be 
members  of  the  organization:  Provided, 
That  no  member  having  ownership  or 
interest  in  or  employed  by  or  gaining 
financial  rewards  from  his  dealings  with 
the  health  maintenance  organization,  or 
with  a  plan-affiliated  institution  or  or¬ 
ganization,  and  no  members  of  his  im¬ 
mediate  family  shall  be  included  in  the 
minimum  one-third  member  represen¬ 
tation  on  the  Board  or  policy-making 
body;  except  none  of  the  foregoing  shall 
prohibit  the  payment  of  directors’  fees  or 
other  similar  fees  to  persons  serving  on 
such  Board  or  body;  and 

(2)  There  will  be  equitable  representa¬ 
tion  on  such  Board  of  Directors  or  other 
policy  -  making  body  of  members 
from  medically  underserved  populations 
served  by  the  organization,  but  in  no 
instance,  if  such  population  is  to  be 
served,  will  such  population  be  without 
representation  on  the  policy-making 
body; 

(h)  Be  organized  in  such  a  manner 
that  provides  meaningful  procedures  for 
hearing  and  resolving  grievances  be¬ 
tween  the  health  maintenance  organiza¬ 
tion  (including  the  medical  group  or 
groups  and  other  health  delivery  entities 
providing  health  services  for  the  organi¬ 
zation)  and  the  members  of  the  organi¬ 
zation,  which  procedures  will  assure  that 
grievances  and  complaints  of  the  mem¬ 
bers  will  be  transmitted  in  a  timely  man¬ 
ner  to  a  decision-making  level  within  the 
organization  which  has  authority  to  take 
corrective  action; 


(i)  Have  organizational  arrangements, 
consistent  with  program  emphasis  on 
quality  health  care,  for  an  ongoing 
quality  assurance  program  for  its  health 
services  .which  program 

( 1 )  Stresses  health  outcomes ; 

(2)  Provides  review  by  physicians  and 
other  health  professionals  of  the  process 
followed  in  the  provision  of  health  serv¬ 
ices; 

(3)  Provides  systematic  data  collec¬ 
tion  of  performance  and  patient  results, 
provides  interpretation  of  such  data  to 
the  practitioners,  and  institutes  needed 
change;  and 

(4)  Is  designed  in  such  a  manner  as  is 
likely  to  meet  the  standards  imposed  on 
hospitals  and  other  operating  health 
care  facilities  or  organizations  pmsuant 
to  section  1155(e)  of  the  Social  Security 
Act; 

(j)  Provide  assmance  that  the  basic 
and  supplemental  health  services  pro¬ 
vided  by  the  organization  or  through  ar¬ 
rangements  with  other  providers  will 
meet  the  requirements  contained  in  the 
conditions  of  participation  in  subparts 
J.  K,  L,  M,  N,  and  Q  of  20  CFR  Part  405; 

(k)  Provide,  or  make  arrangements 
for,  continuing  education  for  its  health 
professional  staff; 

(l)  Provide  an  effective  procedure 
while  safeguarding  the  confidentiaUty  of 
the  doctor-patient  relationship,  to  de¬ 
velop,  compile,  evaluate,  and  report,  at 
such  times  and  in  such  manner  as  the 
Secretary  may  require,  to  the  Secretary, 
to  its  members,  and  to  the  general  pub¬ 
lic,  statistics  and  other  information  re¬ 
lating  to; 

( 1 )  The  cost  of  its  operations ; 

(2)  The  patterns  of  utilization  of  its 
services,  including  the  effects  on  such 
utilization  of  its  requirements,  if  any,  for 
nominal  copayments; 

(3)  The  availability,  accessibility,  and 
acceptability  of  its  services; 

(4)  To  the  extent  practical,  develop¬ 
ments  in  the  health  status  of  its  mem¬ 
bers;  and  * 

(5)  Such  other  matters  as  the  Secre¬ 
tary  may  require;  and 

(m)  Be  organized  and  operated  in  a 
manner  intended  to  preserve  human 
dignity. 

§  110.108  Health  benefits  plan:  basic 
bealtb  services. 

(a)  Each  health  maintenance  organi¬ 
zation  shall  have  the  capacity  and  the 
capability  to  deliver  or  arrange  for  the 
delivery  of  the  basic  health  services,  as 
follows : 

(1)  Physician  services  (including  con¬ 
sultant  and  referral  services  by  a  physi¬ 
cian).  Physician  services  shall  be  pro¬ 
vided  by  a  licensed  physician,  or  if  a  serv¬ 
ice  of  a  physician  may  also  be  provided 
under  applicable  State  law  by  a  dentist, 
osteopath,  optometrist,  or  podiatrist,  or 
other  licensed  health  professionals,  a 
health  maintenance  organization  may 
provide  physician  services  through  such 
health  professionals  licensed  to  provide 
such  services. 

(2)  Inpatient  and  outpatient  hospital 
services.  Outpatient  hospital  services 
shall  include  diagnostic  and/or  treat¬ 
ment  services  for  patients  who  are  am- 
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bulatory  and  may  be  provided  at  a  hos¬ 
pital  car  In  a  nonhospital-based  health 
care  facility.  Outpatioit  and  inpatient 
hospital  services  shall  include  rehabili¬ 
tation  services  appropriate  to  short-term 
hospital  care. 

(3)  Medically  necessary  emergency 
health  services.  Provisions  for  cKivering 
in-area  and  out-of-area  medically  neces¬ 
sary  emergency  health  services  are  re¬ 
quired  or  members  must  be  reimbursed 
for  payment  of  such  services  in  accord¬ 
ance  with  §  110.105(d) . 

(i)  In-area  medically  necessary  emer¬ 
gency  health  services  shall  be: 

(A)  Available  24  hours  a  day,  seven 
days  a  week; 

(B)  Provided  through  the  facilities  of 
and  by  the  health  professionals  of  the 
health  maintenance  organization  or  in 
special  circumstances  through  arrange¬ 
ments  with  other  providers; 

(C)  Provided  by  a  physician  and  other 
licensed  or  ancillary  personnel,  readily 
available  at  all  times;  and 

(D)  Explained  by  the  health  main¬ 
tenance  organization  to  Its  members.  In¬ 
cluding  instructions  on  the  procedures  to 
be  followed  to  secure  such  services. 

(il)  Members  requiring  such  services 
but  who  for  reasons  of  medical  neces¬ 
sity  are  unable  to  obtain  them  directly 
from  the  health  maintenance  organiza¬ 
tion  in  which  they  are  enrolled  or  from 
providers  or  other  persons  with  whom 
the  health  maintenance  organization 
has  arrangements  for  the  provision  of 
such  service  shall  be  reimbursed  for 
such  services  by  the  organization. 

(4)  Short-term  (not  to  exceed  20  visits 
per  calendar  year),  outpatient  evalua¬ 
tive  and  crisis  Intervention  mental 
health  services,  (i)  Short-term  outpa¬ 
tient  evaluative  mental  health  services 
shall  be  available  and  accessible  to  health 
maintenance  organization  members  dur¬ 
ing  the  normal  hours  of  services. 

(il)  Crisis  intervention  services  shall 
be  accessible  in  the  same  manner  as  are 
other  medically  necessary  emergency 
services. 

(ill)  Mental  health  services  shall  be 
provided  by  or  under  the  direction  of 
qualified  mental  health  professionals, 
and  where  feasible  should  be  provided 
through  community  mental  health 
centers. 

(5)  Medical  treatment  and  referral 
services  (including  referral  services  to 
appropriate  ancillary  services)  for  the 
abuse  of  or  addiction  to  alcohol  and 
drugs.  The  diagnosis  and  medical  treat¬ 
ment  of  alcohol  and  drug  abuse  and  ad¬ 
diction  shall  be  provided  to  health  main¬ 
tenance  organl^tion  members.  Screen¬ 
ing,  referral,  and  followup  of  patients 
with  alcohol  or  drug  problems  to  appro¬ 
priate  ancillary  resources  also  shall  be 
provided. 

(6)  Diagnostic  laboratory  and  diag¬ 
nostic  and  therapeutic  radiologic  serv¬ 
ices.  Diagnostic  laboratory  and  diagnos¬ 
tic  and  therapeutic  radiology  services 
Shan  be  provided  or  arranged  for  In 
support  of  basic  health  services. 

(7)  Home  health  services.  Home  health 
services  means  health  services  provided 
at  a  member’s  home  by  health  care  per¬ 


sonnel,  as  prescribed  or  (Qrected  by  the 
responsible  physician  or  other  author¬ 
ity  designated  ^  the  health  maintenance 
organlzatkm.  Where  feasible,  such  serv¬ 
ices  should  be  provided  under  the  aus¬ 
pices  of  local  home  health  agencies. 

(8)  Preventive  health  services  (In¬ 
cluding  voluntary  family  planning  serv¬ 
ices,  Infertility  services,  preventive  den¬ 
tal  care  for  children,  and  chlldr^’s  eye 
examinations  conducted  to  determine 
the  need  for  vision  correction) .  Preven¬ 
tive  health  services  shall  be  made  avail¬ 
able  to  members  and  shall  Include  at 
least  the  following: 

(1)  A  broad  range  of  voluntary  family 
planning  services. 

(il)  Infertility  services. 

(ili)  Preventive  dental  care  to  pro¬ 
tect  and  maintain  the  dental  health  of 
children  through  age  11  provided  by  a 
licensed  dentist  or  other  qualified  per¬ 
sonnel.  Preventive  dental  care  shall 
Include; 

(A)  Oral  prophylaxis,  as  necessary, 
and 

(B)  Topical  application  of  fluorides 
and/or  the  prescription  of  flucuddes  for 
S3rstematic  use  when  not  available  in  the 
community  water  supply. 

(Iv)  Eye  examinations  for  children 
through  age  11,  as  medically  Indicated 
and  in  accord  with  acceptable  medical 
practice,  to  determine  the  need  for 
vision  correction,  and 

(V)  Pediatric  and  adult  immuniza¬ 
tions,  in  accord  with  accepted  medical 
practice. 

(9)  Medical  social  services. 

(10)  Health  education  services  and  ed¬ 
ucation  in  the  appropriate  use  of  health 
services  and  In  the  contribution  each 
member  can  make  to  the  maintenance 
of  his  own  health.  A  health  maintenance 
organization  shall  provide  Its  members 
with  (1)  Instruction  in  personal  health 
care  measures,  and  (fi)  Information 
about  Its  services  Including  recommen¬ 
dations  on  generally  accepted  medical 
standards  for  use  and  frequency  of 
such  services. 

(b)  The  ftdlowing  are  not  required  to 
be  provided  as  basic  health  services: 

(1)  Corrective  iq)pllances  and  arti¬ 
ficial  aids; 

(2)  Treatment  of  psychiatric  condi¬ 
tions,  except  as  required  under  section 
1302(1)  (D)  of  the  Act; 

(3)  Cosmetic  stirgery,  unless  medically 
necessary; 

(4)  Provision  of  prescribed  drugs  and 
medicines; 

(5)  Ambulance  transportation,  unless 
medically  necessary; 

(6)  Treatment  ior  chronic  alcoholism 
and  drug  addiction,  except  as  required 
by  section  1302(1)  (E)  of  the  Act  and 
paragnq>h  (a)  (5)  of  this  section; 

(7)  Care  for  military  service  con¬ 
nected  disabilities  for  which  the  member 
Is  legally  entitled  to  services  and  tar 
which  facilities  are  reas(mably  avaOaUe 
to  this  member; 

(8)  Dental  care  and  dental  x-ray,  ex¬ 
cept  as  required  by  section  1302(1)  (H) 
of  the  Act; 

(9)  Vision  care,  except  as  required  by 
section  1302(1)  (H)  of  the  Act; 


(10)  Conditions  that  State  law  re¬ 
quires  be  treated  in  a  puMic  facility; 
and 

(11)  Inpatient  benefits  for  the  specific 
spell  of  Illness  for  which  a  member  Is 
hospitalized  on  the  effective  date  of  his 
coverage,  and  for  which  the  member  is 
covered  tmder  any  form  of  service  or  In¬ 
surance  arrangement. 

§  110.109  Health  benefits  plan:  supple¬ 
mental  health  services. 

(a)  Provided  that  the  required  health 
manpower  is  available,  each  health 
maintenance  organization  shall  provide 
at  least  the  following  suppl^ental 
health  services  to  members  who  have 
contracted  therefor: 

(1)  Services  of  facilities  for  intermedi¬ 
ate  and  long-term  care; 

(2)  Vision  care  not  Included  as  a  basic 
health  service; 

(3)  Dental  services  not  Included  as  a 
basic  health  service; 

(4)  Mental  health  services  not  pro¬ 
vided  as  a  basic  health  service; 

(5)  Long-term  physical  medicine  and 
rehabilitative  services  (including  physi¬ 
cal  therapy) ;  and 

(6)  PrescriptiiHi  drugs  prescribed  In 
the  course  at  provlslcm  of  basic  or  sup¬ 
plemental  health  services. 

(b)  A  health  maintenance  organiza¬ 
tion  Is  authorized.  In  connecticm  with 
the  prescription  or  provision  of  prescrip¬ 
tion  drugs,  to  malntcdn,  review,  and 
evaluate  a  drug  use  profile  of  its  mem¬ 
bers  receiving  such  services,  evaluate 
patterns  of  drug  utilization  to  assure  op¬ 
timum  drug  therapy,  and  provide  for 
Instruction  of  Its  members  and  of  health 
professicmals  In  the  use  of  prescription 
and  nonimscriptlon  drugs.  Each  health 
maintenance  organization  providing 
such  services  diall  insure  that: 

(1)  The  program  is  developed  jointly 
by  the  physicians  and  pharmacists  as¬ 
sociated  with  the  health  maintenance 
organization; 

(2)  The  objectives  of  the  program  are 
described  and  imderstood  by  all  physi¬ 
cians,  pharmacists,  and  members  of  the 
health  maintenance  organization; 

(3)  Individual  rights  are  protected 
and  that  all  Information  r^;ardlng  and 
identifying  an  Individual  Is  available 
only  to  appnmriate  health  professionals 
of  the  health  maintenance  organization; 

(4)  The  primary  thrust  of  the  pro¬ 
gram  Is  optimum  drug  therapy  for  the 
Individual  member  of  the  health  main¬ 
tenance  organization;  and 

(5)  The  Information  obtained  In  drug 
utilization  review  Is  utilized  in  educa¬ 
tional  programs  for  professicmals  and 
members  of  the  health  maintenance  or¬ 
ganization. 

Subpart  B — Federal  Financial  Assistance: 
General 

8  llOJIOl  Applicabflitr. 

The  regulations  of  this  subpart  apply 
to  the  award  of  grants,  contracts,  loans, 
and  loan  guarantees  to  public  or  non¬ 
profit  private  entities  or  private  enti¬ 
ties  (other  than  nonprofit  private  enti¬ 
tles)  for  projects  as  authorized  by  sec¬ 
tions  1303, 1304,  and  1305  of  the  Act. 
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§  110.202  DeOnitions. 

(a)  “Nonprofit”  as  ai^lied  to  private 
entity,  agency,  institution  or  organiza¬ 
tion  means  a  private  entity,  agency,  in- 
stitutkm,  or  organization,  no  part  of  the 
net  earnings  of  which  iniues,  or  may 
lawfully  inure,  to  the  benefit  of  any 
private  shareholder  or  individual. 

(b)  “Section  314(a)  State  health 
planning  agency"  (314(a)  agency) 
means  the  agency  of  a  State  which  ad¬ 
ministers  or  supervises  the  administra¬ 
tion  of  a  State’s  health  planning  func¬ 
tions  under  a  State  plan  approved  under 
section  314(a)  of  the  Act;  and  the  term 
“section  314(b)  areawide  health  plan¬ 
ning  agency"  (314(b)  agency)  means  a 
public  or  nonprofit  private  agency  or 
organization  which  has  developed  a  com¬ 
prehensive  regional,  metrop<4itan,  or 
other  local  area  plan  or  plans  referred 
to  in  section  314(b)  of  the  Act. 

(c)  “Significant  expansion"  means  (1) 
an  increase  over  cmrent  membership  of 
not  less  than  25  percent  which  will  be 
achieved  at  a  rate  that  will  at  least  dou¬ 
ble  the  average  annual  rate  of  enroll¬ 
ment  growth  during  the  preceding  two 
years;  or  (2)  expansion  of  the  service 
area  if  the  Secretary  determines  that  the 
provision  of  Federal  financial  assistance 
will  accelerate  the  existing  rate  of  serv¬ 
ice  area  growth. 

§110.203  Application  requirements. 

(a)  An  application  for  a  grant,  con¬ 
tract,  loan  or  loan  guarantee  shall  be 
submitted  to  the  Secretary  at  such  time 
and  in  such  form  and  manner  as  the  Sec¬ 
retary  may  prescribe. 

(b)  The  animation  ^all  contain  a 
budget  and  a  narrative  describing  the 
manner  in  which  the  applicant  intends 
to  conduct  the  project  and  carry  out  the 
requirements  of  these  regulations.  The 
application  must  describe  the  project 
in  sufficient  detail  to  identify  clearly  the 
nature,  need,  specific  objectives,  plan 
and  methods  of  the  project. 

(c)  The  application  must  be  ex¬ 
ecuted  by  an  individual  authorized  to 
act  for  the  applicant  and  to  assume  in 
behalf  - of  the  applicant  the  obligations 
Imposed  by  the  statute,  the  regulations 
of  this  subpart,  and  any  additional  con¬ 
ditions  of  the  award. 

(d)  The  applicant  shall  submit  with 
the  application: 

( 1 )  A  fun  financial  statement;  and 

(2)  Written  verification  from  at  least 
two  public  or  two  private  lending  agen¬ 
cies  or  institutions  demonstrating  that, 
after  a  formal  request, 

(1)  Funds  have  been  denied  in  the 
amoimt  requested  in  the  mTPlication.  or 

(ii)  Funds  in  the  amount  requested  in 
the  application  are  available  only  at  an 
Interest  rate  in  excess  of  those  currently 
in  effect  for  the  loan  and  loan  guarantee 
program  on  the  date  of  the  application. 

On  the  basis  of  the  Information  sub¬ 
mitted.  the  Secretary  will  determine 
whether  the  applicant  would  not  be  able 
to  complete  the  project  or  undertaking 
lor  which  the  application  is  submitted 
without  the  assistance  applied  fm. 

(e)  Each  applicatl<m  must  c<mtaln  or 
be  supported  by  assurances  satlsfactcny 


to  the  Secretary  that  the  applicant  win. 
when  operational  as  a  health  mainte¬ 
nance  organization.  enroU  and  maintain 
the  maximiun  number  of  members  that 
it  can  effectively  serve  with  the  available 
and  potential  resources  of  the  health 
maintenance  organization. 

(f)  Each  application  which  evidences 
or  projects  an  enrollment  of  at  least  66 
percent  from  a  nonmetropolltan  area 
shall  identify  the  area  in  which  such 
population  resides  and  indicate  the  per¬ 
cent  of  anticipated  enrollment  to  be 
drawn  from  such  area. 

(g)  Each  application  which  evidences 
or  projects  an  enrollment  of  at  least 
30  percent  from  a  medically  imderserved 
population  when  the  health  mainte¬ 
nance  organization  first  receives  finan¬ 
cial  assistance  or  becomes  operational 
shall  identify  the  area  in  which  such 
population  resides  and  the  total  popula¬ 
tion  of  that  area,  and  provide  the  In¬ 
formation  described  in  i  110.101(g). 

(h)  Each  applicaticm  must  verify  that 
each  314(b)  agency  whose  section  314(b) 
plan  covers  (in  whole  or  in  part)  the 
area  to  be  served  by  the  health  main¬ 
tenance  organization  for  which  such  ap¬ 
plication  is  submitted  (or  if  there  Is  no 
such  agency,  the  314(a)  agency  whose 
section  314(a)  plan  covers  (in  whale 

in  part)  such  area)  has  bem  given  at 
least  40  days  during  which  to  review  and 
ocHnment  on  the  application.  The  appli¬ 
cant  shall  request  that  the  comments 
such  agencies  be  forwarded  to  the  Sec¬ 
retary  through  the  appropriate  Depart¬ 
ment  of  Health,  Education,  and  Welfare 
Regional  Office  by  the  time  the  api^ca- 
tion  is  to  be  sulxnitted  to  the  Secretary. 

(i)  If  under  applicable  State  law,  the 
applicatim  may  not  be  submitted  with¬ 
out  the  approval  of  the  314(b)  or  the 
314(a)  agency,  the  apiriicant  shall  ob¬ 
tain  such  approval  which  must  be  in¬ 
cluded  as  a  part  of  the  an^icatioa. 

(j)  The  application  shall  provide  writ¬ 
ten  information  describing  the  organisa¬ 
tion’s  development  and  operation  of  any 
prior  ];Mr>jects  which  were  simported  by 
funds  or  by  loans  or  loan  guarantees  un¬ 
der  Title  xm  of  the  Act 

(k)  Applicants  for  more  than  one 
grant  contract,  loan,  or  loan  guarantee 
imder  ’Title  xm  of  the  Act,  simultane- 
oiisly  or  over  the  covuwe  of  time,  shall  not 
be  required  to  duplicate  htformation.  but 
idiall  update  such  Information  with  each 
subseqiient  apidicatloa. 

5  110.204  314(b)  or  314(o)  agemy  re- 

view  and  comments. 

The  appropriate  314(b)  or  314(a) 
agency  shall  have  an  onxirtunlty  to 
evaluate  each  application  for  support 
imder  Title  XTTT  of  the  Act  submitted 
from  its  planning  area  in  relation  to  such 
plans  as  the  health  planning  agency  may 
have  developed  and  Its  cmrent  knowl¬ 
edge  of  the  health  planning  area.  The 
314  agency  should  provide  to  the  Secre¬ 
tary  through  the  iq>proprlate  Depart¬ 
ment  of  Health,  Education,  and  Welfare 
Regional  Office  comments  and  recom¬ 
mendations  on  approval,  including  the 
general  bases  for  comments  pertinent  to 
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inadequacies  In  the  applications,  with 
regard  to  the  following : 

(a)  Compatibility  of  the  proposed 
project  with  the  areawide  or  State  plan 
for  health  services; 

(b)  Accuracy  and  thoroughness  of  de¬ 
scription  of  the  medical  services  area  in 
which  the  applicant  proposes  to  develop, 
cerate,  or  expand  a  health  maintenance 
organization; 

(c)  Accuracy  and  thoroughness  with 
which  applicant  has  identified  the  popu¬ 
lation  groups  to  be  served  by  the  pro¬ 
posed  health  maintenance  organization 
as  required  by  S  110.203(f)  and  (  110.203 
(g); 

(d)  Anticipated  impact  of  the  pro¬ 
posed  project  on  the  general  accessibWty 
and  availability  of  care  in  the  area, 
including: 

(1)  Whether  proposed  project  meets 
the  needs  of  the  community  for  health 
services  in  proposed  service  area; 

(2)  Effects  of  offering  an  alternative 
form  of  health  services  to  individuals  or 
groups;  and 

(3)  Identification  and  adequate  de¬ 
scription  of  existing  barriers  to  tiie  ef¬ 
fective  delivery  of  health  services,  in¬ 
cluding  geographic,  econmnic,  cultural 
and  language  barriers; 

(e)  Economic  impact.  Including: 

( 1 )  Elffects  on  existing  health  resources 
or  facilities; 

(2)  Potential  of  proposed  project  to 
draw  new  health  resoiirces  into  the  area; 
and 

(3)  Adequacy  of  the  population  of  the 
area  as  a  base  for  the  anticipated  en¬ 
rollment. 

(f)  Agency  cot^ration.  Including: 

(1)  Adequate  plans  by  applicant  for 
working  cooperatively  with  the  apprapti- 
vle  S14(b)  and  S14(a)  agencies;  and 

(2)  The  experience  of  applicant.  If 
any,  in  dealing  with  otha:  segments  of 
the  health  care  community. 

(g)  Whether  arranganents  for  serv¬ 
ices  appear  realistic,  suhlevable  and  ap¬ 
propriate,  Including,  but  not  limited  to: 

(1)  Potential  for  proposed  project  to 
be  adequate  staff^  to  accommodate 
enrolled  manbers  or  anticipated  mem¬ 
bership; 

(2)  Potential  for  adequate  provision 
of  the  services  considering  availability  of 
manpower  and  equipment,  and  success  of 
previous  attempts  to  recruit  personnel; 

(3)  AvallaUlitir  of  health  profession¬ 
als  in  the  area,  and  adequate  evidence  of 
coiveratlve  planning  with  these  provid¬ 
ers  (include  summaries  of  verbal  contacts 
M*  copies  oi  ccnrespondence) ;  and 

(4)  R^abillty  of  evidence  of  support 
for  and  acceptance  the  proposed  proj¬ 
ect  by  the  (XHnmunlty. 

§  110.205  Recfircis,  reports,  inspection, 
and  audit. 

Each  grant  is  subject  to  the  following 
conditions: 

(a)  Each  grant,  ccmtract,  loan,  or  loan 
guarantee  awarded  pursuant  to  this 
Part  110  shall  be  subject  to  the  condition 
that  the  recipient  shidl  nrudntaln  records 
which  disclose  the  amount  and  dis¬ 
position  of  the  proceeds  of  the  grant, 
contract,  or  loan  (directly  made  or  guar¬ 
anteed)  ,  the  total  cost  (tf  the  xindoi^ak- 
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ing  in  c(mnectlon  with  which  such  assist¬ 
ance  was  i^ven  or  used,  the  amoimt  of 
that  portion  of  the  cost  of  the  under¬ 
taking  supplied  by  other  somces,  and 
such  other  records  as  will  facilitate  an 
effective  audit. 

(b)  The  Secretary  and  the  Comptroller 
General  of  the  United  States,  or  any  of 
their  diily  authorized  representatives, 
shall  have  access  for  the  purpose  of 
audit,  examination  or  evaluaticm  to  any 
books,  documents,  papers,  and  records  of 
the  recipients  of  a  grant,  contract,  loan 
or  loan  guarantee  under  Title  Xiil  of 
the  Act  which  relate  to  such  assistance. 

(c)  A  report  shall  be  submitted  to  the 
Secretary  by  the  recipient  of  a  grant, 
contract,  loan,  or  loan  guarantee  under 
Title  lOTT  of  the  Act  not  later  than  60 
days  after  the  termination  date  of  each 
project,  describing  existing  and  antici¬ 
pated  plans,  developments  and  (H>er- 
atlons  in  accordance  with  information 
required  under  section  1306(b)  (3)  of  the 
Act. 

(d)  Such  other  reports  shall  be  sub¬ 
mitted  as  the  Secretary  may  require  to 
meet  the  provisions  of  the  Act  and  these 
regulations. 

§  110.206  Additional  conditions. 

The  Secretary  may,  with  respect  to  the 
approval  of  any  grant,  contract,  loan,  or 
loan  guarantee.  Impose  additional  con¬ 
ditions  prior  to  or  at  the  time  of  any  ap¬ 
proval  when,  in  his  judgment,  such  con¬ 
ditions  are  necessary  to  assure  or  protect 
advancement  of  the  approved  project, 
the  Interests  of  public  health,  or  con¬ 
servation  of  project  funds. 

§  1 10.207  Nondiscrimination. 

Attentlcm  is  called  to  the  requirements 
of  Title  VI  of  the  Civil  Rights  Act  of 
1964  (78  Stat.  252,  42  U.S.C.  2000d  et 
seq.)  and  in  particulsu'  section  601  of 
such  Act  which  provides  that  no  person 
in  the  United  States  shall  on  the  grounds 
of  race,  co1(h:,  or  national  origin  be  ex¬ 
cluded  from  participation  in,  be  denied 
the  benefits  of,  or  be  subjected  to  dis¬ 
crimination  under  any  program  or 
activity  receiving  Federal  financial  as¬ 
sistance.  A  r^sulation  Implementing  such 
Title  VI,  which  applies  to  all  financial 
assistance  under  this  Part,  has  been  is¬ 
sued  by  the  Secretary  of  Health,  Educa¬ 
tion,  and  Welfare  with  the  approval  ot 
the  President  (45  CPR  Part  80) .  In  addi¬ 
tion  no  person  shall,  on  the  grounds  of 
sex,  or  creed  (tmless  otherwise  medically 
indicated)  be  excluded  from  participa¬ 
tion  in,  be  denied  the  benefits  of,  or  be 
subJectM  to  discrimination  tmder  any 
program  or  activity  receiving  Federal  fi¬ 
nancial  assistance.  Nor  shall  any  person 
be  denied  employment  in  or  by  such  pro¬ 
gram  or  activity  so  receiving  Federal  fi¬ 
nancial  assistance  oo.  the  grounds  of  age, 
sex,  creed,  or  marital  status. 

§  110.208  Inventions  or  discoveries. 

A  grant  award  is  subject  to  the  regula¬ 
tions  of  the  Department  ot  Health.  Edu¬ 
cation,  and  W^are  as  set  forth  in  45 
CFR  Parts  6,  "Inventions  and  Patents 
(General) "  and  8,  "Inventions  Resulting 


from  Research  Grants,  Fellowship 
Awards,  and  Contracts  for  Research”. 
Such  regulations  shall  apphr  to  any 
activity  for  which  grant  funds  are 
in  fact  used  whether  within  the 
scope  of  the  project  as  approved  or 
otherwise.  Appropriate  measures  shall 
be  taken  by  the  grantee  and  by  the 
Secretary  to  assure  that  no  con¬ 
tracts,  assignments  or  other  arrange¬ 
ments  Inconsistent  with  the  grant  obli¬ 
gation  are  (xmtlnued  or  entered  into  and 
that  all  persoimel  Involved  in  the  sup¬ 
ported  activity  are  aware  of  and  comply 
with  such  obligations.  Laboratory  notes, 
related  technical  data,  and  information 
pertaining  to  inventions  and  discoveries 
shall  be  maintained  for  such  periods,  and 
filed  with  or  otherwise  made  available  to 
the  Secretary  or  those  he  may  designate 
at  such  times  and  in  such  manner  as  he 
may  determine  necessary  to  carry  out 
such  Department  regulatlcms. 

§110.209  Publications  and  copyright. 

Except  as  may  otherwise  be  pro¬ 
vided  under  the  terms  and  conditions 
of  the  award,  the  ai^llcant  may  copy¬ 
right  without  prior  i^proval  any  pub¬ 
lications,  films  or  similar  materials  de¬ 
veloped  or  resulting  from  a  project 
supported  by  a  grant  under  this  Part, 
subject,  however,  to  a  royalty-free, 
non-exclusive,  and  irrevocable  license  or 
right  in  the  Government  to  reproduce, 
translate,  publish,  use,  disseminate,  and 
dispose  of  such  materials  and  to  author¬ 
ize  others  to  do  so. 

§  110.210  Cionfidentiality. 

Each  grant  award  is  subject  to  the 
condition  that  all  information  obtained 
by  the  personnel  of  the  project  from  par¬ 
ticipants  in  the  project  related  to  their 
examination,  care,  and  treatment  shall 
be  held  confidential,  and  shall  not  be 
divulged  without  the  individual’s  in¬ 
formed  consent  except  as  may  be  re¬ 
quired  by  law  or  as  may  be  necessary  to 
provide  service  to  the  individual  or  to 
the  Secretary  as  part  ^  his  duties  under 
the  Act.  Information  may  be  disclosed  in 
siunmary.  statistical,  or  other  form 
which  does  not  identify  particular 
individuals. 

§  110.211  Applicability  of  45  CFR  Part 
74. 

The  provisions  of  45  CFR  Part  74,  es- 
tablLdilng  uniform  administrative  re¬ 
quirements  and  cost  principles,  shall  mi- 
ply  to  all  grants  and  contracts  under  this 
Part  to  State  and  local  governments  as 
those  terms  are  defined  in  subpart  A  of 
that  Part  74.  The  rdevant  provisions  of 
Part  74  shall  also  apply  to  all  other 
grantee  organizations  under  this  Part. 

§  110.212  Use  of  funds. 

Any  grants,  (xmtracts,  loans,  and  loan 
guarantees  awarded  pmsuant  to  this 
Part  as  wdl  as  other  Federal  funds  to  be 
used  in  the  performance  of  the  approved 
project  shall  be  expended  solely  for  car¬ 
rying  out  the  ai^roved  project  in  accord¬ 
ance  with  the  statute,  the  regulations  of 
this  Part,  and  Uie  terms  and  conditions 
ot  the  award  or  assistance. 


Subpart  C — Grants  and  Contracts  for 
Feasibility  Surveys 

§  110.301  Applicability. 

The  regulations  of  this  subpart,  in  ad¬ 
dition  to  the  regulations  of  subpart  B 
of  this  Part,  are  applicable  to  grants  and 
contracts  awarded  pursuant  to  section 
1303  of  the  Act  for  projects  to  conduct 
surveys  or  other  activities  to  determine 
the  feasibility  of  developing  and  <q;>er- 
ating  or  expanding  the  m>eration  of 
health  maintenance  organizations. 

§  110.302  Eligibility. 

(a)  Eligible  applicants.  Any  public  or 
private  nonprofit  entity  which  is  or  pro¬ 
poses  to  develop  or  become  a  health 
maintenance  organization  is  eligible  to 
apply  for  an  award  under  this  subpart. 

(b)  Eligible  projects.  Awards  may  be 
made  ptirsuant  to  section  1303  of  the 
Act,  the  regulations  of  subpart  B.  and 
this  subpart,  to  eligible  applicants  to 
assist  in  conducting  surveys  or  other  ac¬ 
tivities  to  detennine  the  feasibility  of 
developing  or  expanding  the  operation 
of  organizations  which  meet  or  propose 
to  meet  the  requirements  under  subpart 
A  of  these  regulations. 

§  110.303  Project  elements. 

An  approvable  application  must  pro¬ 
vide: 

(a)  Statements  which  describe  in 
detaU: 

(1)  The  goals  and  objectives  for  the 
proposed  health  maintenance  organiza¬ 
tion; 

(2)  The  administrative,  managerial, 
and  organizational  arrangements  and 
resoiuces  to  be  utilized  to  c<mduct  the 
feasibility  study;  and 

(3)  The  Intended  financial  participa¬ 
tion  of  the  applicant,  specif  jdng  the  type 
of  contributions,  such  as  cash  or  serv¬ 
ices,  loans  of  full-  or  part-time  staff, 
equipment,  spaces,  materials,  or  facili¬ 
ties  or  other  contributions; 

(b)  An  assurance  that  the  applicant 
will  cooperate  with  the  areawide  health 
planning  agency; 

(c)  Written  evidence  of  notification 
to  the  local  medical  societies  of  the  appli¬ 
cant’s  intenticm  to  apply  for  assistance; 

(d)  Letters  or  other  forms  of  evi¬ 
dence  that  there  is  support  for  and  ac¬ 
ceptance  of  the  prm)Osed  health  main¬ 
tenance  organlzati(xi  by  the  community 
which  the  applicant  pr(H>oses  to  serve; 

(e)  Concise  statements  of  the  tasks 
planned  to  accomplish  each  activity 
listed  below,  accompanied  by  a  time- 
phased  milestone  chart  indicating  pro¬ 
posed  funding  and  manpower  to  be  allo¬ 
cated  to  each  activity: 

(1)  Identify  pertinent  State  laws, 
regulations,  and  practices  relating  to 
operating  as  a  health  maintenance 
organization; 

(2)  Identify  peculation  groups  which 
would  be  sources  of  prepayment  and 
other  potential  soeirces  of  payment  for 
services  when  the  health  maintenance 

'organization  becomes  operational; 

(3)  Explore  potential  sources  of  liro- 
fessional  services  to  provide  basic  health 
services; 
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(4)  Develop  an  estimate  of  the  ixe- 
mium  to  be  charged  for  basic  health  serv¬ 
ices  when  the  proposed  health  mainte¬ 
nance  organization  becomes  operational; 

(5)  Develop  an  estimate  of  the  en¬ 
rollment  and  funds  required  to  reach  the 
financial  breakeven  point;  and 

(6)  Develop  a  preliminary  estimate  of 
the  facilities  required  for  operational 
status,  capital  Investments  ^ilch  will  be 
requir^,  and  explore  possible  source  of 
financing  to  provide  the  proposed 
amount  and  type  of  services  as  an  opera¬ 
tional  health  maintenance  organization; 

(f )  Where  the  application  requests  as¬ 
sistance  for  an  existing  organization 
which  provides  health  care  services  fi¬ 
nanced  on  a  prepaid  capitation  basis  to 
an  enrolled  population  and  which  is  or 
which  intends  to  become  a  health  main¬ 
tenance  organization,  the  applicant  must 
also  include: 

(1)  An  identification  of  gaps  between 
the  applicant’s  ciurent  operation  and 
the  requirements  of  subpart  A  of  this 
Part  which  much  be  addressed  by  the 
applicant  during  expansion; 

(2)  The  enrollment  figrue,  amount 
and  type  of  health  benefits  being  offered, 
and  premiiuns  being  charged  at  the 
time  of  iq>plication; 

(3)  Projections  of  the  propiosed  sig¬ 
nificant  expansion,  as  defined  in  §  110.- 
202(c) ; 

(4)  An  inoome  and  expense  report  no 
older  than  six  months; 

(5)  A  description  of  the  current  con¬ 
tracts  and  arrangements  for  providing 
health  services;  and 

(6)  A  description  of  other  formal  ar¬ 
rangements  (risk,  insurance,  market¬ 
ing,  etc.) . 

§  110.304  Evaluation  and  award. 

Within  the  limits  of  funds  available  for 
such  purpose,  the  Secretary  may  make 
awards  to  cover  up  to  90  percent  of  the 
cost  of  projects,  or  in  the  case  of  projects 
which  will  serve  medically  underserved 
populations,  up  to  100  percent  of  the 
costs,  to  those  applicants  whose  projects 
will.  In  his  judspient  best  promote  the 
pmposes  of  section  1303  of  the  Act  and 
the  regulations  of  this  subpart,  taking 
into  account: 

(a)  The  degree  to  which  proposed 
project  satisfactorily  provides  for  ele¬ 
ments  set  forth  In  §  110.303  above. 

(b)  The  comments  of  the  appropriate 
314(b)  agency. 

(c)  The  degree  to  which  the  goals  and 
objectives  of  the  proposed  project  will 
promote  the  purposes  of  the  Act  and  are 
consistent  with  the  generally  recognized 
capability  of  effectively  organized  and 
managed  health  maintenance  organiza¬ 
tions  to  reduce  hospitalization,  to  con¬ 
tain  medical  care  costs,  to  use  effectively 
medical  and  allied  health  manpower,  to 
emphasize  early  detection  and  treatment 
of  illness,  and  to  contribute  to  a  better 
distribution  and  quality  of  health  care. 

(d)  The  capability  of  the  applicant  to 
organize  and  manage  the  project  suc¬ 
cessfully. 

(e)  The  soundness  of  the  proposed 
plan  for  conducting  the  feasibility  study 
and  for  assuring  effective  utilization  of 
grant  funds. 


(f)  The  potential  of  the  project  to  ob¬ 
tain  indications  of  the  willingness  of 
basic  medical  and  health  care  providers 
to  participate  in  the  operation  of  the 
heaJth  maint^ance  organlzatUm. 

(g)  The  probability  of  financial  via¬ 
bility  based  on  potential  sources  of  fi¬ 
nancial  sup^rt  for  development  and  ot>- 
erations  and  potential  osurces  of  enroll¬ 
ment. 

(h)  The  inclusion  of  at  least  30  per¬ 
cent  of  its  projected  enrollment  from  a 
medically  imderserved  area. 

(i)  '  Location  relative  to  the  number  of 
organizations  providing  health  services 
to  a  defiiled  population  on  a  prepaid  cap¬ 
itation  basis,  which  are  already  operating 
in  the  proposed  geographic  area. 

(j)  The  percentage  of  total  antici¬ 
pate  enrollment  to  be  drawn  from  non¬ 
metropolitan  areas  to  be  served. 

§  110.305  Funding  duration  and  limita¬ 
tion. 

(a)  The  amount  of  any  award  shall 
be  determined  by  the  Secretary  on  the 
basis  of  his  estimate  of  the  sum  neces¬ 
sary  for  project  costs,  provided,  however, 
that  any  single  grant  may  not  exceed 
$50,000. 

(b)  Feasibility  survey  projects  shall  be 
completed  within  12  months  from  the 
date  of  the  award,  provided  that,  for  good 
cause  shown,  upon  a  written  request  and 
justification,  the  Secretary  may  extend 
such  period  for  an  additional  time  up  to 
12  months  for  completion  of  the  project. 

(c)  The  Secretary  may  make  not  more 
than  one  additional  grant  or  enter  into 
not  more  than  one  additional  contract 
for  a  project  for  a  feasibility  survey  for 
which  a  grant  has  previously  been  made 
or  a  contract  previously  entered  into. 

(d)  Funds  imder  grants  and  contracts 
for  feasibility  surveys  shall  be  utilized 
only  for  the  activities  set  forth  in 
:  110.303(e). 

Subpart  D — Grants,  Contracts,  and  Loan 

Guarantees  for  Planning  and  Initial 

Development  Costs 

§  110.401  Applicability. 

The  regulations  of  this  subpart,  in 
addition  to  the  regulations  of  subpart  B 
of  this  Part  110,  are  applicable  to: 

(a)  Grants  and  contracts  awarded 
pursuant  to  section  1304  of  the  Act  for 
projects  for  planning,  and  initial  devel¬ 
opment  of  health  maintenance  organiza¬ 
tions,  and 

(b)  Guarantees  made  to  non-Federal 
lenders  of  payment  of  the  principal  of 
and  interest  on  loans  made  to  private  en¬ 
titles  (other  than  nonprofit  private  en¬ 
tities)  for  such  projects  to  serve  medi¬ 
cally  underserved  populations. 

§  110.402  Eligibility. 

(a)  Eligible  applicants.  Any  public  or 
nonprofit  private  entity,  wUch  is  or 
which  proposes  to  become  a  health  main¬ 
tenance  organization,  is  eligible  to  apply 
for  a  grant  or  contract,  and  any  private 
entity  (other  than  a  nonprofit  private 
oitity)  which  Is  or  which  proposes  to  be¬ 
come  a  health  maintenance  organization 
and  which  proposes  to  serve  a  medi¬ 
cally  imderserved  population  is  eligible 


to  apply  for  a  loan  guarantee  under  this 
subpart. 

(b)  Eligible  projects.  (1)  Awards  of 
grants  or  contracts  may  be  made  pur¬ 
suant  to  section  1304  of  the  Act  and  the 
regulations  of  subpart  B  and  this  sub- 
part  to  eligible  applicants  for  planning 
for  the  establishment  of  health  mainte¬ 
nance  organizations,  or  for  the  signifi¬ 
cant  expansion  of  the  membership  of,  or 
areas  served  by,  health  maintenance  or¬ 
ganizations  meeting  the  requirements  of 
subpart  A  of  these  regulations,  or  for  the 
Initial  development  or  actual  expansion 
of  such  organizations; 

(2)  Guarantees  may  be  made  pur¬ 
suant  to  section  1304  of  the  Act  and  the 
regulations  of  subpart  B  and  this  sub¬ 
part  to  eligible  applicants  for  the  pay¬ 
ment  of  the  principal  of  and  the  interest 
on  loans  for  planning  projects  for  the 
establishment  of  health  maintenance  or¬ 
ganizations,  or  the  expansion  of  existing 
health  maintenance  organizations  meet¬ 
ing  Uie  requirements  of  subpart.  A  of 
these  regulations,  or  for  the  Initial  de¬ 
velopment  or  actual  expansicm  of  such 
organizations:  Provided,  that  at  least  30 
percent  of  the  projected  enroUees  of  such 
organizations  are  from  medically  under¬ 
served  areas. 

§  110.403  Project  elements  for  planning. 

An  approvable  application  must  pro¬ 
vide: 

(a)  Statements  which  describe  in 
detail: 

(1)  The  goals  and  objectives  of  the 
proposed  health  maintenance  organiza¬ 
tion; 

(2)  The  administrative,  managerial, 
and  organizational  arrangements  and 
resources  to  be  utilized  in  the  perform¬ 
ance  of  the  proposed  activities;  and 

(3)  The  intended  financial  participa¬ 
tion  of  the  applicant,  specifsdng  the  type 
of  contributions  such  as  services,  loans 
of  full-  or  part-time  staff,  equipment, 
space,  materials,  facilities,  or  other  con¬ 
tributions. 

(b)  An  assurance  that  the  api^cant 
will  cooperate  with  the  aiH>i'oixiate  314 
(b)  agency. 

(c)  Written  evidence  of  notificatiim 
to  the  local  medical  societies  of  the  ap¬ 
plicant’s  intenticm  to  apply  for  assist¬ 
ance. 

(d)  Letters  or  other  forms  of  evidence 
that  there  is  suiH>ort  for  and  acceptance 
of  the  iN*oject  by  organizations,  institu¬ 
tions,  and/or  employer  groups  which 
may  participate  in  the  development  of 
the  proposed  health  maintenance  orga¬ 
nization. 

(e)  A  detailed  report  of  the  resutls  of 
the  survey  or  study  which  established 
the  feasibility  of  developing  the  health 
maintenance  organization,  including  in¬ 
formation  regarding  each  of  the  follow¬ 
ing: 

(1)  Status  of  the  applicant  in  terms 
of  pertinent  State  laws,  regulations,  and 
practices  relating  to  operaUng  as  a 
health  maintenance  organization; 

(2)  Organizational  structure  of  the 
proposed  health  maintenance  organiza¬ 
tion; 
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(3)  Providers  of  professional  services 
who  have  agreed  or  might  reastMibly  be 
expected  to  agree  to  provide  health 
braefits: 

(4)  Identification  of  the  population 
groups  which  would  be  sources  of  pre¬ 
payment  for  an  operational'  health 
maintenance  organization  and  other 
potential  sources  of  payment  for  serv¬ 
ices  when  operational; 

(5)  Sources  of  payment  and  opera¬ 
tional  support  including: 

(i)  Preliminary  estimate  of  the  pre¬ 
mium  to  be  charged  for  basic  health 
benefits  when  the  proposed  health  main¬ 
tenance  organization  becomes  opera¬ 
tional;  and 

(ii)  Estimate  of  enrollment  and  in¬ 
come  reouired  to  reach  the  financial 
breakeven  point;  and 

(6)  A  preliminary  estimate  of  facili¬ 
ties  required  for  operational  status,  ad¬ 
ditional  capital  Investments  required, 
and  sources  of  financing  to  provide  the 
proposed  amoimt  and  t3T>e  of  services 
as  an  (^rational  health  maintenance 
organization. 

(f )  Concise  statements  of  the  tasks  re¬ 
quired  to  accomplish  each  activity  listed 
below,  accompanied  by  a  time-phased 
milestone  chart  Indicating  proposed 
funding  and  manpower  to  be  allocated  to 
each  such  activity: 

(1)  Recruit  key  project  staff; 

(2)  Plan  for  appropriate  action  re¬ 
lating  to  any  State  legal  and/or  regula¬ 
tory  restrictions; 

(3)  Develop  formal  organization; 

(4)  Establish  commimity  support; 

(5)  Refine  market  estimate  made  hi 
feasibility  survey; 

(6)  Develop  health  benefits  plan; 

(7)  Develop  premium  structure; 

(8)  Develop  plans  for  marketing  of  the 
services  and  enrollment  of  members; 

(9)  Develop  budget  and  financial  plan; 
and 

(10)  Develop  preliminary  physician 
service  agreements. 

(g)  Where  the  application  requests  as¬ 
sistance  for  an  existing  organization 
which  provides  health  care  services 
financed  on  a  prepaid  capitation  basis  to 
an  enrolled  population  and  which  is  or 
which  taitends  to  become  a  health  main¬ 
tenance  organization,  the  a^licatlon 
shall  also  Include; 

(1)  An  identification  of  gaps  between 
tiie  applicant’s  current  (H>eration  and 
the  requirements  of  Subpart  A  which 
must  be  addressed  by  the  applicant  dur¬ 
ing  expansion; 

(2)  The  enrollment  figure,  amount  and 
type  (ff  health  benefits  being  offered,  and 
the  premium  being  charged  at  the  time 
of  ai^lication; 

(3)  Projections  of  the  proposed  signifi¬ 
cant  expansion,  as  defined  in  S  110.202 

(c); 

(4)  An  Income  and  expense  report  no 
older  than  six  months; 

(5)  A  description  of  the  current  con¬ 
tracts  and  arrangements  for  providing 
health  services;  and 

(6)  A  description  of  other  formal  ar¬ 
rangements  (risk,  insurance,  marketing, 
etc.). 


§  110.404  Project  elements  for  initial 
development. 

An  approvable  application  must  jm)- 
vlde: 

(a)  Written  evidence  satisfactory  to 
the  Secretary  that  the  feasibility  of  the 
establishment  and  (^ration  or  expan¬ 
sion  has  been  established  by  the  appli¬ 
cant  and  that  sufficient  {banning  for  the 
establishment  or  expansion  has  been 
conducted  by  the  applicant. 

(b)  An  identification  of  the  following 
activities  which  are  sq>propriate  to  the 
project  with  concise  statements  of  the 
tasks  necessary  to  accomplish  each  iden¬ 
tified  activity,  a  time-phased  milestone 
chart  and  the  funding  and  manpower 
which  would  be  allocated  to  each  such 
activity: 

(1)  Develop  a  schedule  to  meet  the 
requirements  of  subpart  A  of  this  Part; 

(2)  Recruit  and  train  personnel  es¬ 
sential  for  operation  as  a  health  main¬ 
tenance  organization; 

(3)  Develop  a  comprehensive  financial 
plan; 

(4)  Organize  physician  services; 

(5)  Construct/renovate  health  main¬ 
tenance  organization  facilities; 

(6)  Organize  ambulatory  care  facil¬ 
ity; 

(7)  Formalize  contract  arrangements; 
and 

(8)  Initiate  enrollment  plan. 

(c)  Signed  letters  from  at  least  three 
physicians  indicating  that  they  Intend 
or  are  willing  to  be  employed  by  or  to 
contract  with  the  propos^  health  main¬ 
tenance  organization  for  the  provision 
of  basic  health  services  to  its  enroUees; 
signed  letters  from  one  or  more  hos¬ 
pitals  Indicating  that  they  intend  to  or 
are  willing  to  negotiate  an  agreement  to 
admit  enrollees  from  the  proposed  health 
maintenance  organization  as  necessary. 

(d)  When  the  applicant  intends  to 
serve  Title  XIX  eligibles  as  part  of  the 
intended  enrollment,  evidence  that  the 
State  Title  XIX  agency  is  willing  to  ne¬ 
gotiate  a  prepaid  capitation  contract  in 
the  form  of  a  letter  from  the  State  Title 
XIX  agency. 

(e)  An  application  for  expansion  of  an 
existing  organization  which  provides 
hetdth  care  services  financed  on  a  pre¬ 
paid  capitation  basis  to  an  enrolled  popu- 
laticm  and  which  is  or  which  Intends  to 
become  a  health  maintenance  organiza¬ 
tion  shall  also  Include: 

(1)  An  identification  of  gaps  between 
the  applicant’s  current  operation  and  the 
requirements  of  subpart  A  of  this  Part 
which  must  be  addressed  by  the  applicant 
diulng  expansion; 

(2)  The  enrollment  figme,  amount  and 
type  of  health  benefits  being  c^ered,  and 
the  premiums  being  charged  at  the  time 
of  application; 

(3)  Projections  of  the  proposed  signifi¬ 
cant  expansion,  as  defined  in  §  110202 
(c); 

(4)  An  Income  and  expense  report  no 
older  than  six  months; 

(5)  A  description  of  file  current  con¬ 
tracts  and  arrangements  for  providing 
health  services;  and 


(6)  A  description  of  other  formal  ar¬ 
rangements  (risk,  insurance,  marketing, 
etc.). 

§  110.405  Funding  duration  and  limita¬ 
tion. 

(a)  Planning  projects.  (1)  The  amount 
of  any  award  shall  be  determined  by  the 
Secretary  on  the  basis  of  his  estimate  of 
the  sum  necessary  for  project  costs,  pro¬ 
vided.  that  any  single  grant  or  contract, 
and  the  amount  of  principal  of  any  single 
loan  guaranteed  under  section  1304  of  the 
Act  may  not  exceed  $125,000. 

(2)  Planning  projects  shall  be  com¬ 
pleted  within  12  months  from  the  date  of 
the  award,  provided  that  for  good  cause 
shown,  upon  a  written  request  and  justi¬ 
fication,  the  Secretary  may  extend  such 
period  for  an  additional  time  to  12 
months  for  completion  of  the  project. 

(3)  The  Secretary  may  not  make  more 
than  one  additional  grant  or  loan  guar¬ 
antee  or  enter  into  not  more  than  one 
additional  contract  for  a  planning  proj¬ 
ect  for  which  a  grant  or  loan  guarantee 
has  previously  been  made  or  a  contract 
previously  entered  into. 

(4)  Funds  under  grants,  contracts, 
and  loans  guaranteed  for  planning  proj¬ 
ects  shall  be  utilized  only  for  the  activi¬ 
ties  set  forth  in  §  110.403(f)  and  for  ac¬ 
tivities  required  to  fill  the  gaps  referred 
to  in  §  110.403(g)(1). 

(b)  Initial  development  projects.  (1) 
The  amount  of  any  award  shall  be  de¬ 
termined  by  the  Secretary  on  the  basis 
of  his  estimate  of  the  sums  necessary 
for  project  costs,  provided,  however,  that 
the  aggregate  amount  of  loan  guaran¬ 
tees,  grants,  and  contracts  for  any  initial 
development  project  may  not  exceed 
$1,000,000. 

(2)  A  grant  or  contract  may  only  be 
awarded  for  initial  deyel(H>nient  costs 
in  the  one  year  period  beginning  on  the 
first  day  of  the  month  In  which  such 
award  was  made,  and  the  combined 
number  of  grants  made  and  contracts 
entered  into  for  any  initial  development 
project  mider  section  1304  of  the  Act 
may  not  exceed  a  total  of  three.  A  loan 
guarantee  for  an  initia.i  development 
project  may  only  be  made  for  a  loan 
(or  loans)  for  initial  develc^ment  costs 
incurred  in  a  period  not  to  exceed  three 
years. 

(3)  Funds  under  grants,  contracts, 
and  loans  guaranteed  for  projects  for 
initial  development  shall  be  utilized  only 
for  the  8u;tivities  set  forth  In  S  110.404 
(b). 

§  110.406  Evaluation  and  award. 

Within  the  limits  of  funds  available 
for  such  purpose,  the  Secretary  may 
make  awards  to  cover  up  to  90  percent  ot 
the  cost  of  projects,  or  In  the  case  at 
projects  which  will  serve  medically 
tmderserved  populations,  up  to  100  per¬ 
cent  of  the  costs,  to  those  i^pllcants 
whose  projects  will.  In  his  judgment,  best 
promote  the  purposes  of  secticm  1304  of 
the  Act  and  the  regulations  of  this  sub¬ 
part,  taking  Into  account: 

(a)  The  degree  to  which  the  prc^iosed 
imiject  satisfactorily  provides  for  the 
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elements  set  forth  in  S  110.403  or 
§  110.404  of  this  subpart. 

(b)  The  c(»nments  of  the  appn^riate 
314(b)  or  314(a)  agency. 

(c)  Whether  the  feasibility  of  the 
project  has  been  established. 

(d)  The  appropriateness  of  the  goals 
and  objectives  of  the  pr(H30sed  project. 

(e)  The  effectiveness  the  pn«>osed 
organization  may  reasonably  be  ex¬ 
pected  to  have  in  reducing  hospitaliza¬ 
tion,  containing  health  care  cost,  using 
medical  and  allied  health  manpower, 
emphasizing  early  detection  and  treat¬ 
ment  of  illnesses,  and  achieving  a  bet¬ 
ter  distribution  and  quality  of  care. 

(f)  The  capability  of  the  applicant  to 
organize  and  .manage  the  project 
successfully. 

(g)  Evidence  of  the  applicant’s  in¬ 
tended  contribution  to  the  project. 

(h)  Evidence  of  intent  from  providers 
expressing'  a  willingness  to  be  employed 
by  or  contract  with  the  proposed  health 
maintenance  organization  for  the  provi¬ 
sion  of  basic  health  services. 

(i)  Evidence,  in  the  form  of  letters, 
from  individuals,  groups  or  organizations 
indicating  that  they  support  the  devel¬ 
opment  and  operation  of  the  proposed 
health  maintenance  organization. 

(j)  The  resiilts  of  marketing  efforts 
and  the  prospects  for  eventual  economic 
viability  as  an  op>erational  health  main¬ 
tenance  organization  without  continued 
Federal  support. 

(k)  The  inclusion  of  medically  imder- 
served  populations  in  groups  to  be 
enrolled. 

(l)  Geographic  position  relative  to  the 
number  of  organizations  providing  health 
services  to  a  defined  popiilation  on  a  pre¬ 
paid  capitation  basis,  which  are  already 
operating  in  the  area. 

(m)  The  percentage  of  anticipated 
total  enrollment  to  be  drawn  from  non¬ 
metropolitan  areas  to  be  served. 

§  110.407  Loan  guarantee  provisions. 

(a)  Disbursement  of  loan  proceeds. 
The  principal  amount  of  any  loan  guar¬ 
anteed  by  the  Secretary  under  this  sub¬ 
part  shall  be  disbursed  to  the  applicant 
in  accordance  with  an  agreement  to  be 
entered  into  between  the  parties  to  the 
loan  and  approved  by  the  Secretary. 

(b)  Length  and  maturity  of  loans. 
The  principal  amount  of  each  loan  guar¬ 
antee,  together  with  interest  thereon, 
shall  be  repayable  over  a  period  of  20 
years,  beginning  on  the  date  of  endorse¬ 
ment  of  the  loan  guarantee  by  the  Secre¬ 
tary.  The  Secretary  may,  however,  ap¬ 
prove  a  shorter  repayment  period  where 
he  determines  that  a  repayment  period 
of  less  than  20  years  is  more  appropriate 
to  an  applicant’s  total  financial  plan. 

(c)  Repayment.  The  principal  amount 
of  each  loan  guarantee,  together  with 
Interest  thereon,  shall  be  repayable  in 
accordance  with  a  repayment  schedule 
which  is  to  be  agreed  upon  by  the  parties 
to  the  loan  and  approved  by  the  Secre¬ 
tary  prior  to  or  at  the  time  of  his  en¬ 
dorsement  dt  the  loan.  Unless  otherwise 
specifically  authorized  by  the  Secretary, 
each  loan  guaranteed  by  the  Secretary 


shall  be  repayable  in  substantially  level 
combined  installments  ol  principal  and 
interest,  to  be  paid  at  Intervals  not  less 
frequently  than  annually,  sufficient  to 
amortize  the  loan  through  the  final  year 
of  the  life  of  the  loan. 

Subpart  E — Loans  and  Loan  Guarantees 
for  Initial  Operating  Costs 

§  1 10.501  Applicability. 

The  regulations  of  this  subpart,  in  ad¬ 
dition  to  the  regulations  of  subpart  B, 
are  applicable  to  loans  and  loan  guaran¬ 
tees  awarded  pursuant  to  section  1305 
of  the  Act. 

§  110.502  Definitions. 

(a)  “Operating  cost”  means  any  cost 
which  under  generally  accepted  account¬ 
ing  principles  is  not  a  capital  expendi¬ 
ture. 

(b)  “First  36  months  of  operations” 
means  the  36  months  period  running 
from  the  day  when  the  health  mainte¬ 
nance  organization  first  provides  services 
to  members. 

§  110.503  Eligibility. 

(a)  Eligible  applicants.  Any  public  or 
nonprofit  private  health  maintenance 
organization  is  eligible  to  apply  for  a 
loan.  Any  private  health  maintenance 
organization  (other  than  a  nonprofit 
private  health  maintenance  organiza¬ 
tion)  which  will  serve  a  medically  im- 
derserved  poptilation  is  eligible  to  apply 
for  a  loan  guarantee. 

(b)  Eligible  projects. 

(1)  Loans  may  be  made  pursuant  to 
section  1305  of  the  Act  and  the  regula¬ 
tions  of  subpsuii  B  and  this  subpart  to 
eligible  applicants  to  assist  them  in 
meeting  the  amount  by  which  their  op¬ 
erating  costs  in  the  period  of  the  first  36 
months  of  their  operation  exceed  their 
revenues  in  such  period,  or  in  meeting  the 
amount  by  which  their  operating  costs, 
which  the  Secretaiy  determines  are  at¬ 
tributable  to  significant  expansicm  in 
their  membership  or  area  served,  as  de¬ 
fined  in  S  110.202(c),  and  which  are  in- 
ciured  in  the  period  of  the  first  36 
months  of  their  (^ration  after  such 
expansion,  exceed  their  revenues  in  that 
period  which  the  Secretary  determines 
are  attributable  to  such  expansion. 

(2)  Locm  guarantees  may  be  made 
pursuant  to  section  1305  of  the  Act  and 
the  regulations  of  subpart  B  and  this 
subpart  to  guarantee  to  non-P^eral 
lenders  payment  of  the  principal  of  and 
the  Interest  on  loans  made  to  any  pri¬ 
vate  health  maintenance  organization 
(other  than  a  private  nonprofit  health 
maintenance  organlzati(m)  for  the 
amounts  referred  to  in  paragraph  (b)  (1) 
of  this  section,  but  only  if  such  health 
maintenance  organizations  will  serve  a 
medically  imderserved  population. 

§  1 10.504  Project  elements. 

An  aiH>rovable  implication  must  pro¬ 
vide: 

(a)  Statements  whldi  describe  in  de¬ 
tail: 


(1)  The  applicant’s  adequate  accom¬ 
plishment  of  feasibility  survey,  planning, 
and  development  activities;  and 

(2)  The  health  maintenance  organi¬ 
zation’s  management  capability. 

(b)  Detailed  information  oo.  the 
health  maintenance  organization’s 
marketing  plan  and  enrollment  forecasts 
and  experience. 

(c)  A  detailed  narrative  statement  de¬ 
scribing: 

(1)  All  existing  and  planned  provider 
arrangements  Including  copies  of  all  ex¬ 
ecuted  contracts;  and 

(2)  All  facilities  to  be  used  in  the 
delivery  of  health  services. 

(d)  Financial  information  in  such  de¬ 
tail  as  the  Secretary  may  prescribe. 

(e)  FMdeace  that  any  certificate  of 
need  required  under  State  law  for  the 
operation  of  the  health  maintenance  or¬ 
ganization  has  been  obtained  by  the  ap¬ 
plicant. 

§  1 19.505  Reserve  requirement. 

The  applicant  receiving  a  loan  or  loan 
guarantee  rnider  section  1305  of  the  Act 
shall  establish  a  restricted  reserve  ac¬ 
count  beginning  at  the  point  when  the 
revenues  and  expenditures  of  the  health 
maintenance  organization  reach  the 
breakeven  point,  or  by  the  end  of  the  36- 
month  period  following  the  making  of 
the  loan  or  the  guarantee  under  section 
1305  of  the  Act,  whichever  is  sooner,  im- 
less  a  Icmger  period  is  approved  by  the 
Secretary.  This  reserve  shall  be  so  ccm- 
stituted  as  to  accumiilate  no  later  than 
ten  (10)  years  following  the  endorse¬ 
ment  of  the  loan  or  loan  guarantee,  an 
aggregate  amount  equal  to  one  year’s 
principal  of  and  interest  on  the  loan,  as 
determined  imder  the  terms  of  the  loan 
made  or  guaranteed. 

§  110.506  Evaluation  and  award. 

Within  the  limits  of  funds  available 
for  such  purposes,  the  Secretary  may 
award  loans  or  loan  guarantees  to  those 
applicants  whose  projects  will,  in  his 
judgment,  best  promote  the  purposes  of 
section  1305  of  the  Act  and  the  regula¬ 
tions  of  the  Part,  taking  into  accoimt: 

(a)  The  ability  of  the  health  main¬ 
tenance  organization  to  achieve  finan¬ 
cial  viability; 

(b)  The  ability  of  the  health  mainte¬ 
nance  organization  to  make  repayments 
of  the  principal  and  interest  when  due 
and  to  have  additional  funds  to  defray 
the  remaining  operating  deficits; 

(c)  The  comments,  if  any,  of  the 
314(b)  or  314(a)  agency; 

(d)  The  relative  distribution  of  quali¬ 
fied  applicants  with  respect  to  the  fol¬ 
lowing  factors: 

(1)  The  inclusion  of  medically  under¬ 
served  populations  in  the  groups  to  be 
enrolled; 

(2)  Geographical  position  relative  to 
the  number  of  organizations  providing 
health  services  to  a  defined  population 
on  a  prepaid  capitation  basis,  which  are 
already  operating  In  the  proposed  area; 
and 

(3)  The  percentage  of  anticipated 
total  enrollment  drawn  from  nonmetro- 
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politan  areas  served  or  to  be  served  bv 
the  applicant. 

§  110.507  Funding  duration  and  limita¬ 
tion. 

(a)  The  principal  amount  of  any  loan 
made  or  guaranteed  under  section  1305 
of  the  Act  In  any  fiscal  year  for  a 
health  maintenance  organization  shall 
not  exceed  $1,000,000  and  the  aggregate 
amoimt  of  principal  of  loans  made  or 
guaranteed  under  section  1305  for  a 
health  maintenance  organization  shall 
not  exceed  $2,500,000. 

(b)  A  loan  or  loan  guarantee  under 
section  1305  of  the  Act  shall  be  limited 
to  two-thirds  of  the  Secretary’s  projec¬ 
tion  of  the  amount  by  which  operating 
costs  in  the  first  36  months  of  operation 
exceed  revenues  for  such  period,  except 
as  approved  by  written  waiver  by  the 
Secretary  for  such  higher  percentage 
of  the  total  operating  deficit. 

(c)  The  approval  of  any  loan  or  loan 
guarantee  shaU  not  obligate  the  United 
States  in  any  way  to  make  any  addi¬ 
tional  loan  or  loan  guarantee  with  re¬ 
spect  to  the  approved  application  or  por¬ 
tion  thereof,  except  as  may  be  other¬ 
wise  set  forth  in  the  agreement  between 
the  United  States  and  the  approved 
applicant. 

§  110.508  Loan  provisions. 

(a)  Disbursement  of  loan  proceeds. 
The  principal  amount  of  any  loan  made 
or  guaranteed  by  the  Secretary  under 
this  subpart  shall  be  disbru-sed  to  the 
applicant  in  accordance  with  an  agree¬ 
ment  to  be  entered  into  between  the 
parties  to  the  loan  and  approved  by 
the  Secretary. 

(b)  Length  and  maturity  of  loans.  The 
principal  amoxmt  of  each  loan  or  loan 
guarantee,  together  with  interest  there¬ 
on,  shall  be  repayable  over  a  period  of 


20  years,  beginning  on  the  date  of  en¬ 
dorsement  of  the  loan  or  loan  guarantee 
by  the  Secretary.  The  Secretary  may, 
however,  approve  a  shorter  repayment 
period  where  he  determines  that  a  re¬ 
payment  period  of  less  than  20  years  is 
more  appropriate  to  an  applicant’s  total 
financial  plan. 

(c)  Repayment.  The  principal  amount 
of  each  loan  or  loan  guarantee,  together 
with  interest  thereon,  shall  be  repayable 
in  accordance  with  a  repayment  sched¬ 
ule  which  is  to  be  agreed  upon  by  the 
parties  to  the  loan  or  loan  guarantee 
and  approved  by  the  Secretary  prior  to 
or  at  the  time  of  his  endorsement  of  the 
loan.  Unless  otherwise  specifically  au¬ 
thorized  by  the  Secretary,  each  loan 
made  or  guaranteed  by  the  Secretary 
shall  be  repayable  in  substantially  level 
combined  installments  of  principal  and 
Interest  to  be  paid  at  intervals  not  less 
frequently  than  annually,  sufficient  to 
amortize  the  loan  through  the  final  year 
of  the  life  of  the  loan. 

Subpart  F — Employee’s  Health  Benefit 
Plans  [Reserved] 

Subpart  G — Restrictive  State  Laws  and 
Practices 

§  110.701  Restrictive  laws  and  practices. 

(a)  In  the  case  of  any  entity — 

(1)  Which  cannot  do  business  as  a 
health  maintenance  organization  in  a 
State  in  which  it  proposes  to  fiunaish 
basic  and  supplemental  health  services 
because  that  State  by  law,  regulation,  or 
otherwise — 

(1)  Requires  as  a  condition  to  doing 
business  in  that  State  that  a  medical  so¬ 
ciety  approve  the  furnishing  of  services 
by  the  entity, 

(U)  Requires  that  physicians  consti¬ 
tute  all  or  a  percentage  of  its  governing 
body. 


(iii)  Requires  that  all  physicians  or  a 
percentage  of  physicians  in  the  locale 
participate  or  be  permitted  to  participate 
in  the  provision  of  services  for  the  en¬ 
tity,  or 

(Iv)  Requires  that  the  entity  meet  re¬ 
quirements  for  Insurers  of  health  care 
services  doing  business  in  that  State  re¬ 
specting  initial  capitalization  and  estab¬ 
lishment  of  financial  reserves  against  in¬ 
solvency,  and 

(2)  For  which  a  grant,  contract,  loan, 
or  loan  guarantee  was  made  under  the 
Act  or  which  is  a  qualified  health  main¬ 
tenance  organization  for  purposes  of  sec¬ 
tion  1310  of  the  Act  (relating  to  employ¬ 
ees’  health  benefits  plans) ,  such  require¬ 
ments  shall  not  apply  to  that  entity  so 
as  to  prevent  it  from  operating  as  a 
health  maintenance  organization  in  ac¬ 
cordance  with  section  1301  of  the  Act 
and  these  regulations. 

(b)  No  State  may  establish  or' enforce 
any  law  which  prevents  a  health  main¬ 
tenance  organization  for  which  a  grant, 
contract,  loan,  or  loan  guarantee  was 
made  under  the  Act  or  which  is  a  quali¬ 
fied  health  maintenance  organization 
for  purposes  of  section  1310  of  the  Act 
(relating  to  employees’  benefits  plans), 
from  soliciting  members  through  adver¬ 
tising  its  services,  charges,  or  other  non- 
professional  aspects  of  its  operation. 
This  subsection  does  not  authorize  any 
advertising  which  Identifies,  refers  to,  or 
makes  any  qualitative  judgment  con¬ 
cerning,  any  health  professional  who 
provides  services  for  a  health  mainte¬ 
nance  organization. 

Subpart  H — Continued  Regulation  of 
Health  Maintenance  Organization*  [Re¬ 
served] 
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